TUESDAY,  DECEMBER  7,  1976 


PART  III: 


DEPARTMENT  OF 
HEALTH, 

EDUCATION,  AND 
WELFARE 

Food  and  Drus  Administration 


GRAS  SUBSTANCES 


SaFe  Food  Insredients 


.VlftOO 


RULES  AND  REGULATIONS 


Titto  21 — Food  and  Onigt 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH. 

EDUCATION.  AND  WELFARE 

SUBCHAPTER  B — FOOD  AND  FOOD 
PRODUCTS 

[Docket  Na  76N-0162) 

PART  121— FOOD  ADDITIVES 

General  Recognition  of  Safety  and  Prior 
Sanctions  for  Food  ingredients 

The  Food  and  Drug  Administration 
(.PDA)  is  issuing  regulations  defining  the 
criteria  for  determining  whether  food 
ingredients  are  generally  recognized  as 
safe  (GRAS)  or  subject  to  prior  sanc¬ 
tions.  These  regulations  also  implement 
certain  procedures  related  to  the  agen¬ 
cy’s  current  review  of  the  safety  of  food 
ingredients  and  shall  be  effective  Janu¬ 
ary  6, 1977. 

In  the  Federal  Register  of  September 
23,  1974  (39  FR  34194) ,  the  Commission¬ 
er  of  Pood  and  Drugs  proposed  to  revise 
certain  of  the  existing  regulations  in  21 
CPR  Part  121  to  clarify  the  criteria  for 
GRAS  status  under  the  Federal  Pood, 
Drug,  and  Cosmetic  Act;  the  differences 
between  GRAS  status  and  food  additive 
status;  and  the  procedures  being  used  to 
conduct  ttie  current  review  of  food  in¬ 
gredients.  The  proposal  allowed  com¬ 
ments  to  be  filed  until  December  23, 1974. 
The  time  for  filing  comments  was  sub¬ 
sequently  extended  through  January  6. 
1975. 

The  Commissioner  proposed  to  (1)  Re¬ 
quire  that  general  reception  of  safety 
through  scientific  procedure  must  ordi¬ 
narily  be  based  upon  published  litera¬ 
ture;  (2)  Recognize  that  GRAS  status 
based  on  scientific  procedures  requires 
the  same  quality  and  quantity  of  scien¬ 
tific  evidence  as  would  be  required  for 
approval  of  a  focxi  additive  regxilation; 
(3)  Define  “common  use  in  food’’  as  used 
in  section  201  (s)  of  the  act  to  mean  a 
substantial  history  of  consiunptlon  of  a 
substance  by  a  significant  number  of 
consumers  in  the  United  States;  (4) 
Recognize  that  GRAS  status  based  upon 
common  use  in  food  does  not  require  the 
same  quality  or  quantity  of  scientific  evi- 
..dence  that  would  be  required  for  ap¬ 
proval  of  a  food  additive  regulation;  (5) 
Recognize  three  categories  of  ingredi¬ 
ents  affirmed  as  GRAS;  (6)  Recognize 
that  GRAS  afiOrmation  proceedings 
should  consider  the  manufacturing  prcx:- 
ess  involved;  and  (7)  Provide  for  pro¬ 
cedures  for  considering  the  applicability 
of  prior  sanctions. 

Twelve  comments  were  received  in  re¬ 
sponse  to  the  proposal.  A  summary  of 
these  comments,  and  the  Commissioner’s 
responses  thereto,  follows: 

1.  One  comment  criticized  the  criteria 
established  in  §  121.3  (21  CFR  121.3)  for 
determining  whether  a  substance  used 
before  1958  is  GRAS.  The  comment 
stated  that  many  such  food  ingredients 
should  not  be  affirmed  as  GRAS  because 
they  have  not  been  subjected  to  the  same 
kinds  of  safety  tests  required  for  newly 
approved  food  additives.  The  comment 
>  noted  that  some  of  the  studies  that 
'  would  be  required  for  newly  approved 


food  additives,  according  to  current  FDA 
procedares,  have  not  been  performed  on 
the  11  food  ingredients  proposed  for  af- 
firmaticm  of  their  GRAS  status  and  pub¬ 
lished  in  the  Federal  Register  of  Sep¬ 
tember  23,  1974  (39  FR  84197  et  seq.). 
The  comment  argued  that  longtime  use 
by  consumers  does  not  establish  safety, 
and  that  FDA  should  not  permit  use  of 
a  substance  in  food  vmless  it  has  been  es¬ 
tablished  as  safe  by  appropriate  scien¬ 
tific  studies.  The  comment  referred  to 
the  legislative  history  of  the  Food  Addi¬ 
tives  Amendment  of  1958  in  contending 
that  at  the  time  the  amendment  was 
passed.  Congress  did  not  intend  to 
“grandfather”  food  additives  then  mar¬ 
keted  that  experts  believed  had  been  in¬ 
sufficiently  tested. 

The  Commissioner  notes  that  the  cri¬ 
teria  set  forth  in  §  121.3  interpret  section 
201  (s)  of  the  act  as  requiring  the  same 
quantity  and  quality  of  scientific  evi¬ 
dence  to  establish  that  a  substance  is 
GRAS  as  is  required  to  establtoh  the 
safety  of  a  newly  used  food  additive,  if 
the  substance  was  first  used  in  food  afto: 
January  1,  1958.  For  substances  in  com¬ 
mon  use  in  food  before  January  1,  1958. 
however,  the  act  is  explicit  in  requiring 
FDA  to  consider  experience  based  on 
such  use  in  determining  whether  a  sub¬ 
stance  is  GRAS.  Indeed,  the  act  permits 
a  manufacturer  to  determine  that  a  sub¬ 
stance  is  GRAS  considering  only  experi¬ 
ence  based  on  common  use  in  food  if 
the  substance  was  used  In  food  before 
January  1,  1958.  Thus,  for  those  sub¬ 
stances  that  were  widely  used  before 
1958,  under  the  terms  of  the  statute 
FDA  must  consider  available  data  and 
may  not  prohibit  use  of  a  substance 
merely  because  tests  that  would  be  re¬ 
quired  for  new  food  additives  have  not 
been  performed. 

The  comment’s  implication  that  these 
GRAS  ingredients  have  undergone  no 
safety  testing  and  are  improperly  af¬ 
firmed  as  GRAS  is  without  merit.  Newly 
developed  teratogenic  and  mutagenic 
testing  has  been  conducted  on  many  of 
them.  In  addition,  these  ingredients  have 
been  subjected  to  a  thorough  review  in 
the  scientific  literature  and  the  extent 
of  their  prior  consumption  by  American 
consumers  has  been  estimated.  This  in¬ 
formation  was  then  thoroughly  reviewed 
by  independent  food  scientists  of  the 
Federation  of  American  Societies  for  Ex¬ 
perimental  Biology  (FASEB)  and  then 
reviewed  again  by  FDA.  If  FASEB  or 
PDA  scientists  were  dissatisfied  with  the 
quality  or  quantity  of  data  and  informa¬ 
tion  available  for  each  substance,  they 
have  been  free  either  to  recommend  that 
additional  studies  be  imdertaken  for  the 
ingredients,  or  to  suggest  that  insuffi¬ 
cient  information  is  available  to  evaluate 
the  ingredients.  Public  review  and  com¬ 
ment  have  also  been  solicited  in  many 
ways,  and  all  information  that  has  been 
a  part  of  the  FASEB  and  PDA  evalua¬ 
tion  of  each  substance  has  been  made 
available  for  public  examination.  Thus, 
for  those  substances  that  have  been  Af¬ 
firmed  as  GRAS,  the  Commissioner  con¬ 
cludes  that  the  GRAS  review  has  been 
conducted  in  accordance  with  the  Pood 


Additives  Amendment  of  1958  and  sound 
science. 

2.  One  comment  by  a  trade  association 
stated  that  there  is  no  genuine  legal 
issue  concerning  FDA  authority  to  ad¬ 
dress  with  finality  the  GRAS  status  of 
specific  substances,  and  to  exclude  from 
ttot  status  products  that  it  determines 
fall  short  of  the  parameters  it  has  uni¬ 
laterally  established.  The  comment  con¬ 
tended  that  FDA  authority  to  determine 
the  GRAS  status  oi  substances  to  be  add¬ 
ed  to  food  may  be  implied  from  its  re¬ 
sponsibility  for  the  premarketing  clear¬ 
ance  of  food  additives  under  section  409 
of  the  act.  The  comment  cited  Supreme 
Court  cases  upholding  the  agency’s  in¬ 
herent  pwwer  with  respect  to  determining 
new  drug  status.  The  comment  contended 
that  FDA  actions  in  conferring,  adth- 
holdlng,  revoking,  or  ccmditioning  GRAS 
status  are  subject  to  judicial  review. 

The  CcBnmissioner  agrees  with  this 
cmnment. 

3.  One  comment  questioned  the  lan- 
giiage  in  proposed  §  121.3(a)  that  “Gen¬ 
eral  recognition  of  safety  requires  com- 
m<m  knowledge  about  the  substance 
throughout  the  scientific  community 
knowledgeable  about  the  safety  of  food 
Ingredients.”  The  comment  contended 
that  the  regulation  deviates  from  the 
statutory  criteria  on  which  a  determina¬ 
tion  of  GRAS  status  is  to  be  based  by 
placing  the  role  of  decision  in  the  hands 
of  a  scientific  community  not  all  of  whom 
fit  the  criteria  of  “experts”  as  the  term  is 
used  in  section  201  (s)  of  the  cat.  The 
comment  suggested  a  return  to  the  statu¬ 
tory  language. 

The  Commissioner  has  modified  §  121.3 
(a)  to  clarify  that  the  definition  of  “ex¬ 
pert”  in  section  201  (s)  of  the  act  is 
applicable  to  the  determination  of  GRAS 
status;  at  the  same  time,  he  has  re¬ 
tained  the  language  criticized  by  the 
comment.  This  language  emphasizes 
that  a  substance  may  not  be  determined 
to  be  GRAS  when  its  characteristics  are 
known  to  <«ily  a  few  experts.  The  act  re¬ 
quires  that  the  substance  be  generally 
recognized  as  safe,  which  requires  that 
the  substance  be  known  throughout  tlie 
community  of  experts  qualified  by  scien¬ 
tific  training  and  experience  to  evaluate 
the  safety  of  substances  added  to  food. 

4.  Comments  opposed,  the  criterion  in 
8  121.1(1)  (4)  (21  CPR  121.1  (i)  (4))  pro¬ 
viding  that  the  benefit  contributed  by  a 
substance  shall  be  considered  in  deter¬ 
mining  whether  it  is  “safe”  for  use.  One 
comment  stated  that  the  social  utility  of 
a  substance  is  not  to  be  judged  by  FDA. 
but  is  a  determination  specifically  re¬ 
served  for  the  consumer  to  make  in  a 
free  and  open  marketplace.  The  com¬ 
ment  noted  that  the  benefit-to-risk 
judgment  that  is  made  in  regulating 
pharmaceuticals  is  based  on  the  fact  that 
potent  drugs  will  generally  affect  organ 
systems  in  addition  to  the  one  where 
the  therapeutic  effect  is  desired.  The 
comment  contended,  however,  that  no 
such  concept  exists  In  food  regiilatlon, 
where  a  substance  is  not  to  be  used  at 
levels  that  may  present  a  hazard  to  a 
normal  consumer.  Another  cmnment 
questioned  whether  the  term  “benefit”  in 
§  121.1  (i)  (4)  means  benefit  to  the  con- 
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sumer  of  the  finished  food  product  con¬ 
taining  the  substance  or  benefit  to  the 
food  itself. 

The  Commissioner  concludes  that  it 
is  appropriate  to  recognize  that  the  ben¬ 
efit  contributed  by  a  substance  is  in¬ 
evitably  a  factor  to  be  considered  in  de¬ 
termining  whether  a  particular  sub¬ 
stance  is  “safe”  (or  generally  recognized 
as  “safe”)  for  its  intended  use.  The  term 
“safe”  is  to  be  given  its  ordinary  mean¬ 
ing,  and  in  its  common  usage  the  term 
is  understood  to  carry  an  assessment  of 
benefits  and  risks.  It  is  true,  as  the  com¬ 
ment  states,  that  minor  food  additives 
are  not  approved  at  levels  that  may  pre¬ 
sent  a  hazard  to  the  normal  consumer. 
This  result  is  required  by  the  act  because 
the  benefit  of  a  minor  food  additive  is  too 
small  to  JusUfy  the  imposition  of  a 
known  risk  to  normal  consumers;  use  of 
such  ingredient  at  levels  that  may  pre¬ 
sent  a  hazard  to  the  normal  consumer 
would  not  be  “safe.”  However,  this  result 
does  not  necessarily  follow  in  the  case  of 
important  food  additives.  For  example,  if 
it  were  found  that  a  major  food  source 
such  as  meat  or  grain  was  associated 
with  the  development  of  chronic  diseases 
in  normal  individuals,  it  would  not  neces¬ 
sarily  follow  that  the  food  was  unsafe 
within  the  meaning  of  the  act.  The 
ordinary  understanding  of  the  term 
“safe”  would  require  some  benefit-to- 
rlsk  analysis  in  such  circtunstances. 

Another  example  relates  to  the  inci¬ 
dence  of  allergic  reactions  to  particular 
food  ingredients.  Adverse  reactions 
caused  by  allergy  are  clearly  a  conslder- 
aticm  in  determining  whether  a  food  in¬ 
gredient  is  safe.  Ordinarily,  the  incidence 
of  anergic  reactions  from  a  food  additive 
cannot  be  considered  because  data  and 
test  protocols  do  not  exist.  When  data 
exist,  however,  they  may  be  considered, 
and  an  assessment  of  benefits  and  risks 
becomes  relevant.  For  example,  if  it  were 
determined  that  both  a  particular  emul¬ 
sifier  and  a  particular  fruit  resulted  in 
the  same  unusually  high  incidence  of  al¬ 
lergic  reactions,  one  might  reasonably 
conclude  that  the  emulsifier  was  not  safe 
but  that  the  fruit  was  safe.  Such  con¬ 
clusions  would  simply  represent  common 
understanding  of  the  ctmcept  of  safety. 

The  comment  questioning  whether  the 
benefit  to  be  considered  is  the  benefit  to 
the  consumer  or  to  the  food  appears  to 
raise  only  a  semantic  distinction.  Ulti¬ 
mately,  the  benefit  to  be  considered  is  the 
benefit  to  the  consumer.  However,  the 
benefit  to  the  food  inures  to  the  benefit 
of  the  consumer. 

The  Commissioner  has,  however,  de¬ 
leted  frwn  the  regulations  the  reference 
to  consideration  of  benefits  on  the 
ground  that  this  separate  consideration 
is  legitimately  included  within  the  con¬ 
cept  of  safety  as  used  in  the  act. 
Furthermore,  explicitly  retaining  the  cri¬ 
terion  of  benefit  in  the  regulations  might 
be  construed  as  requiring  routine  formal 
analysis  of  a  factor  that  the  agency  will 
only  occasionally  need  to  take  into  ac¬ 
count,  because  the  agency’s  general 
guidelines  will  result  in  disapproval  of 
food  additives  that  may  cause  toxic  ef¬ 
fects  in  normal  individuals. 


5.  One  ccxnment  (^posed  the  provision 
in  §  121.104(b)  (2)  (21  CFR  121.104(b) 
(2) ) ,  which  provides  that  any  use  of  an 
ingr^ient  beyond  established  limitations 
would  require  a  food  additive  regulation. 
The  comment  contended  that  this  pro¬ 
cedure  would  result  in  certain  substances 
approved  in  GRAS  affirmation  regula¬ 
tions  for  some  uses,  and  in  food  additive 
regulations  for  other  related  but  not 
identical  uses.  The  comment  contended 
that  this  separation  would  result  in  con¬ 
fusion  on  the'part  of  users  of  such  sub¬ 
stances. 

The  Commissioner  advises  that  the  act 
establishes  the  distinction  between  uses 
of  substances  that  are  food  additive 
uses  and  those  that  are  GRAS.  Under  the 
act,  if  a  substance  is  used  in  a  manner 
that  is  not  GRAS  it  is  deemed  to  be  a 
food  additive.  Because  the  standards  and 
procedures  for  approving  a  food  additive 
use  are  different  from  those  for 
determining  that  a  use  is  GRAS, 
the  Commissioner  concludes  that  food 
additive  uses  should  not  be  com¬ 
bined  in  the  same  regulation  covering 
uses  that  are  GRAS.  Although  this  may 
at  times  present  difficulties  to  users,  it 
would  be  inappropriate  and  potentially 
more  confusing  to  list  in  the  same  regu¬ 
lation  uses  that  are  subject  to  different 
standards  and  procedures  of  approval, 
amendment,  and  revocation. 

6.  One  comment  criticized  §  121.104 
(b)(2),  which  establishes  the  permitted 
conditions  of  use  for  ingredients  that  are 
affirmed  as  GRAS  with  specific  limita¬ 
tions.  The  regulation  provides  that  any 
use  of  an  ingredient  not  in  full  compli¬ 
ance  with  such  a  regulation  requires  a 
food  additive  regulation.  The  comment 
contended  that,  imder  this  approach,  a 
subsequently  instituted  use  that  may  in 
fact  be  GRAS  would  have  to  be  covered 
by  a  food  additive  regulation. 

The  Commissioner  advises  that,  con¬ 
trary  to  the  comment’s  interpretation, 
the  regulation  does  not  require  that  sub¬ 
sequent  uses  must  be  covered  by  food 
additive  regulations  even  though  they 
may  be  GRAS.  A  regulation  affirming  a 
substance  as  GRAS  imder  certain  con¬ 
ditions  of  use  may  be  amended  to  cover 
additional  uses  that  have  become  GRAS. 
In  the  absence  of  such  an  amendment, 
however,  any  use  of  a  substance  not  in 
full  compliance  with  a  GRAS  a^ma- 
tion  regulation  that  establishes  specific 
limitations  requires  a  food  additive 
regulation. 

7.  Comments  contended  that  the  for¬ 
mat  of- the  proposed  regulations  was  con¬ 
fusing  in  that  use  of  the  term  “maxi¬ 
mum  levels”  in  the  body  of  the  regula¬ 
tions  affirming  substances  as  GRAS  with 
no  limitation  other  than  good  manufac¬ 
turing  practice  incorrectly  conveys  the 
impression  that  the  levels  mentioned  are 
rigid  limitations.  The  comments  stated 
that  the  “maximum  levels”  are  merely 
guides  to  good  manufacturing  practice 
as  an  aid  to  the  good  judgment  of  the 
processor  and  in  no  way  restrict  effective 
use.  The  comments  proposed  two  alter¬ 
native  methods  for  dealing  with  this 
matter  to  avoid  stating  the  levels  in  the 
regulation.  The  first  method  suggested 


was  that  the  regulation  should  reference 
the  National  Technical  Information 
Service  publication  “A  Comprehensive 
Survey  of  Industry  on  the  Use  of  Food 
Chemicals  GeneraUy  Recognized  as  Safe 
(GRAS),  Table  17,  Edited  Maximum 
Levels  of  Use,”  for  the  particular  food 
ingredient.  Alternatively,  the  comments 
suggested  that  the  regulation  should 
refer  to  the  preamble  to  the  regulation, 
and  that  the  preamble  should  summarize 
the  content  of  the  National  Academy 
of  Seiences/National  Research  Council 
(NAS/NRC)  survey  of  industry  use  of 
the  substance. 

The  Commissioner  agrees  that  the  lev¬ 
els  of  use  identified  in  the  regulations 
affirming  substances  as  GRAS  with  no 
limitation  other  than  good  manufactur¬ 
ing  practice  are  not  rigid  limitations. 
However,  they  are  more  than  simply  “an 
aid  to  the  good  judgment  of  the  proc¬ 
essor.”  The  regulations  that  do  not  estab¬ 
lish  rigid  limitations  are  based  on  a 
conclusion  that  the  substance  evaluated 
is  GRAS  under  conditions  of  use  that 
currently  exist  or  that  are  reasonably 
foreseeable.  If  use  of  the  substance 
should  increase  significantly,  it  may  no 
longer  be  GRAS.  At  such  significantly 
higher  levels,  a  food  manufacturer  would 
have  to  assure  himself  that  the  sub¬ 
stance  was  still  GRAS.  Thus,  the  Com¬ 
missioner  concludes  that  the  regulation 
should  specify  the  levels  of  use,  on  the 
basis  of  which  FDA  has  concluded  the 
substance  is  GRAS.  On  occasion,  how¬ 
ever,  it  may  not  be  possible  to  specify 
precise  levels  of  use  (e.g.,  regulations  on 
garlic  and  dill  published  elsewhere  in  this 
issue  of  the  Federal  Register).  This 
specification  will  make  prominent  the 
data  upon  which  the  GRAS  determina¬ 
tion  was  made  so  that  the  agency,  food 
manufacturers,  and  the' public  may  be 
alert  to  the  possibility  of  changed  legal 
status  should  use  of  the  substance  sig¬ 
nificantly  change.  Because  the  signifi¬ 
cance  of  the  levels  was  unclear  in  the 
proposed  regulations,  the  final  regula¬ 
tions  have  been  revised  to  state  their 
significance  unambiguously. 

8.  One  comment  referred  to  the  provi¬ 
sion  in  S  121.3(d)  (21  cnPR  121.3(d)) 
stating  that  certain  food  ingredients  of 
natural  biological  origin  widely  con¬ 
sumed  for  their  “nutrient  properties” 
prior  to  1958  would  ordinarily  be  re¬ 
garded  as  GRAS  without  specific  listing 
in  a  regulation.  The  comment  urged  that 
the  provision  be  expanded  to  include 
products  used  for  their  seasoning  prop¬ 
erties  as  well  as  those  used  for  their 
nutrient  properties.  The  comment  stated 
that  it  was  concerned  with  the  products 
that  fall  within  the  list  of  substances  in 
§  121.101(e)  (1)  (21  CFR  121.101(e)  (1) ). 
The  comment  contended  that  the  costs 
involved  in  reviewing  the  safety  of  these 
ingredients  are  out  of  proportion  to  any 
value  produced  by  such  a  review. 

The  Commissioner  notes  that  the 
spices  and  other  natural  seasonings  and 
flavorings  listed  in  §  121.101(e)  (1)  arc 
•already  under  review  and  that  the  re¬ 
view  is  nearing  completion.  Conse¬ 
quently,  it  would  be  inappropriate  ‘to 
adopt  the  change  in  §  121.3(d)  suggested 
by  the  comment. 
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9.  Commeuts  suggested  that  wiieii  a 
substance  of  natural  biological  origin  is 
affirmed  as  ORAS  with  no  limitations  on 
use  other  than  good  manufacturing 
practice,  the  regulation  should  rout4nely 
extend  to  include  distillates,  isolates,  ex¬ 
tracts.  concentrates  of  extriuits.  and  re¬ 
action  products  of  the  substance.  The 
comments  suggested  that  a  regulation 
affirming  a  substance  as  GRAS  should 
contain  a  comprehensive  but  concise 
listing  that  arould  include  explicitly  in 
the  body  of  the  regulation  the  forms 
or  derivatives  of  principal  commercial 
importance.  In  addition,  the  cmnment 
suggested  that  the  regulation  should 
provide  that  other  forms  and  deriva¬ 
tives  listed  in  i  121.3(f)  (3)  (21  CfTR  121.- 
3(f>  (3) )  may  be  used  at  equivalent  con¬ 
centrations  to  achieve  the  same  technical 
effect.  The  ccunments  suggested  that 
those  substances  posing  questions  of 
safety  imder  present  or  foreseeable  use 
would  be  excluded  and  dealt  with  by 
other  appropriate  regulations. 

The  Commissioner  recognizes  that  es¬ 
sential  oils,  oleoresins.  and  other  natural 
extractives  of  natural  GRAS  spices  have 
also  been  traditionally  recognized  as 
GRAS.  He  has  therefore  affirmed  the 
GRAS  status  of  these  derivatives  of 
garlic  and  din,  based  upon  the  data  and 
information  available  to  him,  for  use  as 
flavoring  ingredients.  These  regulations 
may  be  found  elsewhere  in  this  issue 
of  the  Federal  Register.  Hiis  same  con¬ 
sideration  win  likewise  be  given  to  de¬ 
rivatives  of  other  GRAS  ingredients 
where  tlto  derivatives  are  listed  in  S  121.- 
101  (21  CTR  121.101)  and  where  affirma¬ 
tion  as  GRAS  is  justified  by  available 
safety  data.  Where  such  derivatives  are 
determined  to  be  GRAS,  the  regulation 
win  so  indicate  and  wlU  specify  the  usage 
levels  determined  to  be  GRAS.  Reaction 
products  of  these  or  other  GRAS  sub¬ 
stances  may  not  be  considered  to  be 
GRAS  by  these  regulations,  however, 
because  the  safety  data  for  a  particular 
GRAS  substance  would  not  be  applicable 
to  its  reaction  product. 

10.  Comments  contended  that  the 
publications  reporting  the  results  of  the 
NAS/NRC  survey  of  food  manufac¬ 
turers  provide  “average  usual"  and 
“average  maximum”  use  levels  of  food 
ingredients.  .The  comments  contended 
that  these  averages  are  not  adequate 
to  define  the  range  of  good  manufac¬ 
turing  practice.  Ihey  suggested  that 
FDA  request  the  NAS/NRC  to  publish  a 
new  table  presenting  for  each  food  cate¬ 
gory  and  technical  effect  the  maxlmtun 
reported  use  level  of  a  substance,  editing 
out  only  those  levels  clearly  representing 
gross  mathematical  error  or  improper 
usage. 

The  Commissioner  advises  that  the 
figures  reported  do  not  represent  aver¬ 
age  lev^  of  usage  but  indeed  do  state 
maximum  levels.  Some  errors  in  the  re¬ 
ports  were  made,  which  may  have  led 
to  the  assumption  that  average  levels 
were  being  reported,  but  these  have  been 
corrected  in  the  Individual  regulations 
f OT  each  ingredient. 

11.  Comments  contended  that  the 
NAS/NRC  survey  of  the  use  of  sub¬ 
stances  was  not  contemidated  by  indus¬ 


try  to  cover  those  natural  subetances 
“most  obviously  generally  recogniaed  as 
safe.”  The  commoit  ccmtended  that  be¬ 
cause  of  this  mlsapprdiension  of  the  sur¬ 
vey’s  sc(H>e,  accurate  data  on  the  use  of 
certain  substances  are  lacking.  T^  com¬ 
ments  urged  that  the  final  regulations 
be  delayed  until  usagre  can  be  resurveyed 
properly. 

The  Commissioner  agrees  that  the 
NAS/NRC  survey  did  not  accurately  re¬ 
flect  good  manufacturing  practice 
(GMP)  in  the  use  of  dill,  garlic  and 
other  natural  spices  in  processed  foods. 
Although  such  use  information  may  be 
required  before  other  natural  spices  may 
be  affirmed  as  GRAS,  the  Commissioner 
is  of  the  opinion  that  this  information 
is  not  of  critical  importance  to  the  GRAS 
status  of  dill  and  garlic.  These  ingredi¬ 
ents  are  known  to  have  wide  margins 
of  safety  with  respect  to  their  consump¬ 
tion  by  U.S.  consumers,  and  the  Com¬ 
missioner  is  therefore  of  the  opinion 
that  per  capita  use  of  these  ingre^ents, 
with  consideration  for  variations  of  in¬ 
dividual  use,  provides  sufficient  consumer 
exposure  data  to  affirm  the  GRAS  status 
of  these  ingredients.  Regulations  affirm¬ 
ing  these  ingredients  as  GRAS,  without 
specific  GMP  guidelines  for  use  in  proc¬ 
essed  foods,  have  therefore  been  promul¬ 
gated  elsewhere  in  this  issue  of  the 
Federal  Register. 

12.  One  comment  objected  to  the 
language  in  S  121.3(h)  (2)  and  (3)  (21 
CFR  121.3(h)  (2)  and  (3)),  implying 
that  components  of  packaging  are  ex¬ 
pected  to  perform  “an  apprc^riate  func¬ 
tion  in  the  food  •  •  The  comment 
contended  that  they  perform  an  appro¬ 
priate  function  in  the  packaging  ma¬ 
terial  and  that  the  use  level  Is  that  re¬ 
quired  to  perform  the  intended  fimction 
in  the  packaging. 

The  Commissioner  agrees  with  the 
conunent  and  has  clarified  the  final  regu¬ 
lation  accordingly. 

13.  One  comment  objected  to  inclu¬ 
sion  of  the  word  “appr(H?rlate”  in  S  121. 
3(h)  (2)  for  the  same  reason  that  it  op¬ 
posed  use  of  the  term  “benefit”  in  S  121. 
1(1)  (4),  i.e.,  that  it  implied  that  FDA 
may  engage  in  a  ben^t-rlsk  analysis  of 
food  additive  uses.  Secti(m  121.3(h)  (2) 
states  that  a  substance  is  GRAS  (mly  if, 
among  other  things,  it  performs  an  ap¬ 
propriate  function  in  the  food  in  which 
it  is  used. 

The  Commissicmer  advises  that  use  of 
the  word  “appropriate”  in  S  121.3(h)(2) 
is  intended  simply  to  require  that  the  in¬ 
gredient  accomplish  s(Hne  technical  or 
physical  effect. 

14.  One  comment  objected  to  the  use 
in  §  121.105  of  the  term  “food  in¬ 
gredients”  for  substances  used  as  com¬ 
ponents  of  packaging. 

The  Commissioner  notes  that  this 
comment  is  imtimely  in  that  S  121.105 
was  made  final  on  September  23,  1974. 
The  Commissioner  concludes,  further¬ 
more,  that  the  language  objected  to  is 
not  misleading. 

15.  One  comment  objected  to  langu¬ 
age  in  the  proposal  that  Indicated  that 
substances  affirmed  as  ORAS  in  $  121.105 
are  being  used  in  food.  The  comment 


contended  that  they  are  not  added 
dlrecUy  to  food. 

The  Ccxnmissiimer  concludes  that 
S  121.105  is  not  ambiguous.  The  regula¬ 
tion  clearly  limits  its  applicability  to  in¬ 
direct  food  additives. 

16.  One  comment  contended  that 
§  121.1(m),  whfcih  defines  “food”,  is  in- 
appropriatdy  broader  than  the  statutory 
definiticm  (rf  food.  The  comment  c(m- 
tended  that  “substances  migrating  to 
foods  from  food  contact  articles”  may 
be  “food  additives”  as  that  term  is  de¬ 
fined  in  secticm  201  (s)  of  the  act.  but 
that  this  is  not  sufficient  to  make  such 
substances  “food.”  Furthermore,  the 
c(»nm«it  contended  that  a  new  defini¬ 
tion  for  “food”  will  result  in  confusion 
in  the  regulated  industry. 

The  Commissioner  advises  that  all 
substances  migrating  from  food-con¬ 
tact  surfaces  are  foods  within  the  mean¬ 
ing  of  the  act.  This  position  has  been 
utdi^d  by  the  courts  in  United  States  v. 
Articles  of  Food,  370  F.  Sut^.  371  (EX).. 
Mich.,  1974)  and  in  Natick  Paperboard 
Corp.  V.  Weinberger,  525  F:  2d  403  (1st 
Cir.,  1975) .  The  Commissioner  c(mcludes 
that  no  ccmfusion  to  the  regulated  in¬ 
dustry  will  result  from  making  clear  the 
scope  of  the  act. 

17.  One  comment  contended  that  the 
first  clause  of  proposed  !  121.3(h)  and  the 
statement  of  pr(^06ed  §  121.3(1)  are  con¬ 
tradictory.  The  comment  contended  that 
paragrsq>h  (h)  states  that  a  substance 
affirmed  as  GRAS  for  a  specific  use  prior 
to  general  evaluation  does  not  have  to 
meet  paragraph  (h)  (1).  (2),  and  (3). 
while  paragraph  (i)  says  that  it  does. 

The  Commissioner  has  revised  1 121.3 
(h)  and  (i)  of  the  final  regulation  to 
make  the  intent  clear.  No  substantive 
change  is  intended  by  the  revision. 

18.  One  comment  contended  that  the 
requirement  in  pr(H>osed  S  121.3(h)(1) 
that  all  substances  listed  in  §  121.105  for 
use  in  food-contact  surfaces  meet  any 
ap{dicable  food  grade  specifications  of 
the  Food  Chemicals  Codex  is  unsound. 
The  comment  stated  that  the  considera¬ 
tion  of  specifications  would  be  more  ap¬ 
propriately  implemented  by  provisi(»s 
such  as  $121.2500  (21  CTR  121.2500). 
which  in  paragraph  (a)  (2)  requires  that 
“Any  substance  used  as  a  component  of 
articles  that  contact  food  shall  be  of  a 
purity  suitable  for  its  intended  use.” 

The  Commissioner  has  revised  the  lan¬ 
guage  in  §  121.105  of  the  final  regulation 
to  adopt  the  language  now  present  in 
$  121.2500(a)  (2).  The  implication  in  the 
proposal  that  all  indirect  food  additives 
are  required  to  meet  Pood  Chemicals 
Codex  specifications  was  not  intended. 

19.  One  comment  referred  to  $  121.105 
(f)  (1) ,  which  affirmed  the  GRAS  status 
of  locust  (carob)  bean  gum,  and  con¬ 
tends!  that  the  Commissicmer  has  failed 
to  meet  the  requir^ents  of  proposed 
$  121.3(1)  because  the  specifications  listed 
do  not  meet  the  Food  Chemicals  Codex 
specifications  as  required  by  $  121.3(U , 

As  stated  in  paragraph  18  of  this  pre¬ 
amble,  the  final  regulation  has  been  re¬ 
vised  sos  that  Food  Chemicals  Codex 
standards  are  not  necessarily  aPI^cable 
to  indirect  food  additives. 
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29.  One  o«nmeai  imposed  the  provi¬ 
sion  ta  f  IRl.MM)  requiring  any  person 
who  lirtenAi  to  acseit  «r  rely  on  a  prior 
sanction  of  wMdi  (he  Commissioner  is 
not  aware  to  oNnaR  proeC  of  its  Mcist- 
ence  when  that  prior  oaiKstion  is  incon¬ 
sistent  with  a  proposed  affirmation  of 
GRAS  status  or  a  ptwpooed  food  additive 
regxilatkm.  The  oooHnent  ofted  judicial 
decisions  holding  that  administrative 
agencies  may  not  supersede  statutes.  The 
comment  contended  that  this  provision 
ccmcemffig  iMisr  ranclaatiB  is  not  neces¬ 
sary  to  the  orderty  oomlHct  of  roA  busi¬ 
ness  because  the  wriMtanoes  that  were 
the  subject  of  prior  sanctions  are  still 
subject  to  the  adnlterMton  and  mis- 
brandii^  provisieiis  of  the  act.  The  com¬ 
ment  also  ouedtiened  wh^her  construc¬ 
tive  notice  of  the  type  afforded  by  Fed- 
GRAi.  Recismt  pPUIcaitton  is  adequate 
to  bring  about  a  wvim'  of  “statutory 
right.” 

The  Commissioner  concludes  that  it  is 
necessary  for  proper  functioning  M  the 
ag^cy’s  ingredient  review  program  to 
require  that  persons  hcMtng  prior  sanc¬ 
tions  malEe  their  acMbence  known  when 
the  agency  is  proposing  regulaiians  that 
are  inconsisteitt  with  the  oanfetnued  use 
of  an  ingredient  in  accordance  with  a 
prior  sanction.  Thus,  the  only  occasion 
on  which  a  person  must  come  forward 
to  make  known  the  existmee  of  the  prior 
sanction  is  when  FDA.  Is  proposing  limits 
on  the  use  of  the  Ingredlept  that  would 
foreclose  the  prior-sanctioned  use.  As 
was  discussed  in  the  ftoEiuL  Register 
of  July  26,  1973  (38  FR  20042  et  seq.), 
it  is  appropriate  to  idace  the  burden  of 
coming  forward  on  a  person  arho  intends 
to  rely  on  an  exmiption.  such  as  a  prior 
sanction. 

Several  factors  support  the  Commis¬ 
sioner’s  conclusioa:  Kxst,  it  is  inequitable 
if  one  manufacturer  aria*  knows  of  a  prior 
sanction  is  permitted  to  take  advantage 
of  it,  while  his  competitors  are  restrained 
by  regulations  arising  from  the  agency’s 
review  of  ingredient  safety.  If  the  prior- 
sanctioned  use  Is  safe,  ail  users  should 
be  permitted  to  r^  upon  it.  U  It  is  not 
safe,  it  should  be  brought  to  the  agency’s 
attention  so  that  appropriate  conclusions 
can  be  made.  Second,  enforcement  would 
be  highly  inefficient  if  defenses  to  the 
agency’s  conclusions  made  during  rule 
making  are  not  raised  until  the  time  of 
enforcement.  After  a  regulation  is  pro¬ 
mulgated,  FDA  enforces  the  limitations 
that  the  regulation  imposes  through 
analysis  of  food  samples  and  factory  In¬ 
spection.  It  would  be  disruptive  for  FDA 
to  seize  violative  food  or  to  initiate  other 
regulatory  action  and  <m!ly  at  that  time 
be  advised  that  the  manufacturer  holds 
an  applicable  prior  sanction.  Especially 
if  the  food  is  not  in  the  possession  of 
the  manufacturer  when  seized,  as  is  usu¬ 
ally  the  case,  disclosure  of  a  prior  sanc¬ 
tion  at  the  time  of  ^iforcement  is  not 
timely  to  prevent  unnecessary  disruption 
of  commerce.  ThircL  the  issue  of  whether 
a  prior-sanctioned  use  continues  to  be 
safe  should  be  dealt  with  In  an  adminis¬ 
trative  proceeding,  in  which  all  relevant 
data  and  Infonnatlon  may  be  economi¬ 
cally  mandialed  and  considered,  rather 
than  In  a  judicial  trial.  Which  requires 


the  testimony  erf  expert  witaejses  and 
in  which  the  finder  ef  fact  is  a  layman. 

The  iHoeedure  adopted  to  tke  rsgiAa- 
tions  Imposes  no  slgRlAcaaA  tonflem  on 
affected  persons.  Where  fOA  by  regtSa- 
ti<m  imposes  limitatiems  on  use  of  an 
ingredient,  aH  food  manufactwers  must 
make  themselves  aware  of  these  limlta- 
tiems  to  avoid  the  legal  sanctions  for 
noncomplianoe.  As  manufacturers  must 
routinely  monitor  the  Federai.  Ruoister 
for  such  notioes.  it  is  little  additional 
burden  to  require  a  manufacturer  to  no¬ 
tify  tile  agency  if  he  holds  a  prior  sanc¬ 
tion  for  different  c<mffitions  of  use.  The 
Oommissloner  th^ufore  oenchides  tiiat 
the  procedure  required  by  the  regdiatioa 
is  lawful.  The  regulation  has  been  revised 
to  make  clear  that  it  is  aiH>UcaiMe  oitiy 
to  regulations  proposed  after  a  general 
evaluation  of  the  uses  of  an  ingredient. 
Thus,  it  is  not  applicable,  for  example,  to 
food  additive  regulations  issued  In  re¬ 
sponse  to  petitions.  Acoordingty,  the  final 
regtdation  indicates  that,  when  FDA 
completes  a  general  evaluaCtou  of  the 
uses  of  an  ingredient,  aH  prior  sanctions 
known  to,  mid  recosmized  by,  tiie  agency 
will  be  ti>e  subject  of  a  regulation. 

21.  Comments  opposed  the  considera¬ 
tion  of  manufacturing  processes  as  a 
factor  in  determining  GRAS  status,  stat¬ 
ing  that  scientific  experts  would  be  ex¬ 
pected  to  base  their  opinion  as  to  the 
safety  of  a  substance  on  the  composition 
of  the  substance  itself,  which  may  be 
established  by  specification.  A  comment 
thus  oont^ded  that  the  GRAS  regula¬ 
tions  should  be  based  on  the  composi¬ 
tion  of  each  ingredient,  its  physical 
properties,  and  the  exclusion  of  specified 
impurities. 

The  Comndssioner  concludes  that  it  is 
important  to  consider  manufacturing 
process  in  defining  the  substance  that 
has  been  determined  to  be  GRAS.  The 
comment  correctly  states  that  a  deter¬ 
mination  of  GRAS  status  is  based  on  the 
composition  of  the  ingredient.  It  may  not 
be  possible,  however,  to  determine  the 
precise  composition  by  analysis.  Espe¬ 
cially  in  the  case  of  contaminants  pres¬ 
ent  at  very  low  levels,  the  complete  com¬ 
position  of  an  ingredient  will  not  be 
known  unless  it  is  tested  for  the  pres¬ 
ence  of  every  conceivable  contaminant. 
Such  a  process  of  complete  testing 
would,  of  course,  be  prohibitively  expen¬ 
sive.  Instead  of  attempting  to  asceitain 
the  composition  of  an  ingredient,  there¬ 
fore,  it  may  be  more  practical  to  define 
the  substance  in  terms  of  its  manufac¬ 
turing  process  and  to  treat  variations  of 
the  ingredient  produced  by  new  manu¬ 
facturing  processes  as  subject  to  inde¬ 
pendent  review  of  their  safety.  A  de¬ 
termination  that  an  ingredient  produced 
by  one  manufacturing'  process  is  GRAS 
does  not  exclude  the  possibility  that  the 
ingredient  produced  by  a  differrat  man¬ 
ufacturing  process  is  not  also  GRAS. 
However,  a  regulation  affirming  the 
GRAS  status  of  an  ingredient  must,  un¬ 
der  section  201  (s)  of  the  act,  be  re¬ 
stricted  to  the  ingredient  that  has  be«i 
in  common  use  in  food  or  that  was  the 
subject  of  scientific  tests  to  deteimine  its 
safety.  The  burden  is  on  the  manufac¬ 
turer  to  demonstrate  that  the  ingredient 


he  is  using  is  of  the  same  compesMen 
as  tile  ingredi^  that  has  been  Icwdl- 
thmally  used  or  that  has  been  Investi- 
gated  by  reseaiirfwrs.  If  a  manufacturer 
CMi  estalrfish  that  a  change  in  manufne- 
turkig  process  has  produced  no  change 
in  the  composition  oi  an  ingredient.  It  is 
eligiMe  for  affirmation  as  GRAS. 

In  describing  manufacturing  proc¬ 
esses,  tile  Commissianer  intends  to  spec¬ 
ify  only  those  parameters  found  neces¬ 
sary  to  establish  the  identity  and  safety 
of  tile  ingredient.  Thus,  whereas  syn¬ 
thetic  food  ingredients  will  require  vary¬ 
ing  degrees  of  specificity  in  describing 
the  method(s)  of  manufacture,  most 
natural  food  ingredients  will  require  only 
identification  of  the  natural  source  of 
the  ingredient  and  possflrfy  extraction 
or  ffistillation  methods  used  in  process¬ 
ing  the  natural  kigredimt.  Many  of 
these  processes  are  already  describ^in 
indivi^al  food  ingredient  monographs 
in  the  Food  Chemicals  Codex. 

22.  One  comment  asserted  that,  if  the 
composition  of  a  substance  made  by  a 
new  process  is  substantiidly  the  same  as 
that  of  a  GRAS  substance,  there  is  no 
bMds  for  scientific  experts  to  differen¬ 
tiate  between  tiie  two  substanees.  The 
comment  asserted  that  this  sciratific 
principle  was  affirmed  by  FDA  in  the 
preamble  to  the  regulation  emioemiBg 
flavors  (21  c:;fr  1.12),  whidti  stated  that 
there  is  no  availaUe  evidence  to  indicate 
any  difference  in  safety  between  a  nat¬ 
urally  occurring  Savor  and  its  synthetic 
counterpart  (published  in  the  Febesai. 
Register  of  December  3,  1973  <38  FR 
33284) ) . 

The  Commissioner  concludes  that  con¬ 
sideration  of  manufacturing  processes  in 
GRAS  affirmation  does  not  conflict  with 
the  earlier  discussion  {toout  natural  and 
artificial  flavors  cited  by  the  comment. 
An  artificial  flavor  does  not  necessarily 
differ  from  its  natural  counterpart  be¬ 
cause  of  a  change  in  processing,  but  be¬ 
cause  its  composition  is  different.  The 
statement  that  artificial  flavors  are  as 
safe  as  natmrd  flavors  was  based  on 
knowledge  about  each  and  not  on  the 
assumption  that  their  composition  is 
identical. 

23.  One  comment  contended  that  af¬ 
firmation  of  GRAS  status  based  upon  the 
manufacturer’s  adherence  to  specific 
manufacturing  processes  was  inconsis¬ 
tent  with  the  position  the  agency  has 
taken  in  approving  food  additive  peti¬ 
tions,  where  no  such  requirement  exists 
as  long  as  the  chemical  identity  of  the 
finished  product  is  known. 

The  Commissioner  notes  that  the  spec¬ 
ification  of  manufactiu-ing  methods  to 
GRAS  affirmation  regulations  represents 
a  basic  difference  between  GRAS  affir¬ 
mation  and  food  additive  regulations, 
but  does  not  represent  an  inconsistency. 
Both  food  additive  and  GRAS  afflnna- 
tion  petitions  require  that  methods  of 
manufacture  be  carefully  evaluated,  as 
this  information  may  be  related  to  the 
final  purity  and  safety  of  the  product. 
Any  change  in  the  manufacturing  proc¬ 
ess  for  a  food  additive  requires  a  new 
food  additive  regulation  if  the  process 
introduces  pew  substances  that  are  not 
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GRAS  into  food.  Thus,  the  policy  for 
food  additives  and  GRAS  substances  is 
identical.  However,  in  the  case  of  food 
additives,  the  manufacturing  process  is 
hot  generaUy  specified  in  the  regula¬ 
tion  because  imder  secticm  301  (j)  of  the 
act  (21  U.S.C.  331(j))  confidential  pro¬ 
duction  information  may  not  be  dis¬ 
closed.  No  such  confidentiality  exists  for 
GRAS  substances.  GRAS  affirmation 
regxilations  supply  information  on  manu¬ 
facturing  methods  to  permit  the  food 
manufacturer  to  assure  himself  that  the 
substance  used  is  GRAS,  whereas  a  man¬ 
ufacturer  using  a  food  additive  must  as¬ 
sure  himself  through  other  means  that 
the  substance  used  is  the  same  substance 
as  was  approved. 

24.  One  comment  contended  that  the 
specification  of  manufacturing  processes 
in  the  GRAS  regiilations  is  inconsistent 
wUh  the  Commissioner’s  recognition,  in 
the  public  information  regulations,  that 
manufacturing  methods  and  processes 
are  cmisidered  as  confidential  trade  se¬ 
crets  imtil  publicly  disclosed  by  the  man¬ 
ufacturer  or  abandoned. 

The  CtMnmissioner  concludes  that  con¬ 
sideration  of  manufacturing  processes 
in  GRAS  affirmaticm  proceedings  is  con¬ 
sistent  with  the  statement  in  the  FDA 
public  information  regulations  that  man¬ 
ufacturing  methods  and  processes  are 
ordinarily  trade  secrets  (21  CFR  4.111 
(d)(2)).  If  the  manufacturing  process 
is  specified  in  a  regulation  to  identify  the 
substance  being  affirmed  as  GRAS,  that 
process  will  undoubtedly  be  well  known: 
it  is  impossible  that  the  safety  of  a  prod¬ 
uct  coiUd  become  generally  recognized 
while  its  method  of  production  remained 
a  secret.  Processing  information  about  a 
substance,  as  it  serves  to  identify  the 
substance  and  provide  information  on 
its  safety,  must  be  part  of  the  generally 
available  information  for  the  substance 
to  be  afflurmed  as  GRAS.  Accordingly,  the 
C(nnmlssioner  has  previously  concluded 
(by  publication  in  the  Federal  Register 
of  December  2, 1972  (37  FR  25705) )  that 
GRAS  affirmation  petitions  may  not 
properly  contain  any  trade  secret  Infor¬ 
mation. 

25.  A  comment  argued  that  the  evalu¬ 
ation  of  manufactiuing  processes  in 
GRAS  affirmation  proceedings  would  re¬ 
quire  dealing  with  such  questions  as: 

(1)  How  much  sp>ecificity  is  required  to 
establish  a  manufacturing  process;  (2) 
what  constitutes  a  change  in  a  manu¬ 
facturing  process;  (3)  what  is  a  new 
manufacturing  process;  and  (4)  what  is 
a  manufacturing  process. 

The  Commissioner  is  of  the  opinion 
that  it  is  not  necessary  at  this  time  to 
define  “manufacturing  process”  in  all  the 
aspects  suggested  as  necessary  by  the 
CMnment.  The  burden  of  proof  is  always 
on  the  manufacturer  to  demonstrate  that 
the  ingredient  he  is  using  is  GRAS.  Thus, 
if  there  is  a  question  whether  the  in¬ 
gredient  he  is  using  differs  from  the  in¬ 
gredient  identified  in  the  regulation  af¬ 
firming  the  substance  as  GRAS  because 
of  a  change  in  manufacturing  process, 
it  is  the  obligation  of  the  manufacturer 
to  demonstrate  whether  the  ingredient 
has  been  affirmed  as,  or  Ls  otherwise. 


GRAS.  The  manufacturer  may  solicit  an 
advisory  opinion  fnnn  the  agency.  Thus, 
the  q^esti(xis  iiosed  by  the  comment  need 
not  be  answer^  in  the  abstract,  but  may 
be  dealt  with  on  a  case-by-case  basis. 

26.  A  comment  submitted  in  response 
to  a  prcqposed  regulation  on  two  partic¬ 
ular  ingredients  (benzoic  acid  and  so¬ 
dium  benzoate)  pointed  out  that  many 
regulations  in  Subpart  F  of  Part  121 
permit  substances  that  are  GRAS  as  di¬ 
rect  food  ingredients  to  be  used  as  com¬ 
ponents  of  food-contact  articles.  The 
ccnnment  reasoned  that  regulations  af¬ 
firming  a  substance  as  GRAS  for  speci¬ 
fied  direct  ingredient  uses  would  thus 
indirectly  have  the  effect  of  prohibiting 
their  use  as  compiments  of  food-contact 
articles. 

The  Commissioner  advises  that  the 
cmnment’s  interpretation  is  not  correct. 
To  clarify  this  matter,  §  121.104  has  been 
revised  explicitly  to  permit  the  use  in 
food-contact  articles  of  substances  that 
are  affirmed  as  GRAS  as  direct  food  in¬ 
gredients.  The  amounts  of  the  substances 
added  to  the  diet  by  use  of  the  ingredi¬ 
ents  in  food-contact  articles  would  be 
very  small  cmnpared  to  those  from  di¬ 
rect  uses,  so  that  the  basis  for  the  de- 
terminatiCHi  of  GRAS  status  would  re¬ 
main  unaffected. 

27.  The  definition  of  “safe”  in  §  121.1 
(i)  has  been  revised  to  make  clear  that 
the  intended  conditions  of  use  are  con¬ 
sidered  in  determining  whether  a  sub¬ 
stance  is  safe. 

28.  Several  comments  addressed  S  121.- 
104(f),  which  is  already  a  final  regula¬ 
tion.  The  regulation  requires  that  the 
label  and  labeling  of  an  intermediate  mix 
containing  an  ingredient  affirmed  as 
GRAS  bear  a  statement  of  concentration 
of  the  ingredient.  The  comments  stated 
that  application  of  this  provision  to  bulk 
fiavoring  mixtures  would  effectively  re¬ 
quire  formula  disclosure  as  more  fiavor¬ 
ing  ingredients  become  affirmed  as  GRAS 
imder  §  121.104.  The  comments  asserted 
that  the  flavor  formulations  are  trade 
secrets  and  urged  an  exemption  for 
flavors.  Also,  one  comment  contended 
that  natural  fiavors  tend  to  vary  in  com¬ 
position  and  that  a  mixture  containing 
only  nautral  flavors  might  by  necessity 
have  to  be  varied  in  composition  from  one 
batch  to  the  next  to  achieve  the  desired 
flavor.  In  such  a  case,  the  comment  as¬ 
serted,  conformance  with  the  regulation 
could  require  that  a  new  label  be  pre¬ 
pared  for  each  batch.  The  comment  con¬ 
tended  that  for  the  most  part  flavors  are 
used  at  extremely  low  levels  in  finished 
food  products,  'well  below  any  expected 
limitations  developed  for  reasons  of 
safety.  However,  the  comment  recognized 
the  importance  of  providing  adequate  in¬ 
formation  to  the  manufacturer  of  the 
final  food  product  to  enable  him  to  be 
certain  that  his  product  complies  with 
all  applicable  laws  and  regulations.  Thq 
comment  therefore  suggested  that  the 
regulation  be  amended  to  apply  only 
when  there  is  a  specific  limitation  other 
than  good  manufacturing  practice  es¬ 
tablished  in  the  regulation.  In  other  cases 
a  statement  of  ttie  conc«itration  of  ttie 
ingredient  of  any  intermediate  mix 


would  be  unnecessary  under  the  ctan- 
ment’s  proposal  if  the  label  bore  instruc¬ 
tions  fqr  use  that,  if  followed,  would 
assure  that  the  resulting  food  product 
complied  with  applicable  regulations. 
The  comment  suggested  that  the  label¬ 
ing  also  be  required  to  include  the  state¬ 
ment  “For  instructions  regarding  uses 
involving  other  ingredients  for  the  same 
technical  effect,  ccmtact  the  supplier  of 
the  product.” 

The  Commissioner  is  aware  of  the 
numerous  labeling  difficulties  asserted  by 
these  comments.  He  is  also  concerned 
that  food  processors  must  h^ve  sufficient 
information  independently  to  determine 
that  use  of  GRAS  ingredients  will  be  in 
conformance  with  these  regulations.  The 
Commissioner  is  therefore  proposing  to 
amend  S  121.104(f)  to  permit  flexibility 
in  the  labeling  of  GRAS  ingredients  and 
intermediate  mixes.  The  proposal  takes 
into  account  the  difficulties  identified  in 
these  comments  and  may  be  found  else¬ 
where  in  this  issue  of  the  Federal*  Reg¬ 
ister. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s), 
402,  409,  701(a),  52  Stat.  1046-1047  as 
amended,  1055,  72  Stat.  1784-1788  as 
amended  (21  U.S.C.  321  (s),  342,  348,  371 
(a)))  and  under  authority  delegated  to 
the  Commissioner  (21  (3FR  5.1)  (recodi¬ 
fication  published  in  the  Federal  Reg¬ 
ister  of  June  15,  1976  (41  FR  24262)), 
Part  121  is  amended  as  follows: 

1.  In  §  121.1  by  revising  paragraphs  (f ) , 
(h),  (i),  and  (k)  and  by  adding  new 
paragraphs  (1)  and  (m)  to  read  as 
follows: 

§  121.1  Definitions  and  interpretations. 
*  •  •  #  * 

(f)  “Common  use  in  food”  means  a 
substantial  history  of  consumption  of  a 
substance  by  a  significant  number  of  con¬ 
sumers  in  the  United  States. 

*  ♦  •  ♦  * 

(h)  “Scientific  procedures”  include 
those  human,  animal,  analytical,  and 
other  scientific  studies,  whether  pub¬ 
lished  or  unpublished,  appre^riate  to 
establish  the  safety  of  a  substance. 

(i)  “Safe”  or  “safety”  means  that  there 
is  a  reasonable  certainty  in  the  minds  of 
compentent  scientists  that  the  substance 
is  not  harmful  under  the  intended  condi¬ 
tions  of  use.  It  is  impossible  in  the  present 
state  of  scientific  knowledge  to  establish 
with  complete  certainty  the  absolute 
harmlessness  of  the  use  of  any  substance. 
Safety  may  be  determined  by  scientific 
procedures  or  by  general  recognition  of 
safety.  In  determining  safety,  the  follow¬ 
ing  factors  shall  be  considered: 

(1)  The  probable  consiunption  of  the 
substance  and  of  any  substance  formed 
in  or  on  food  because  of  its  use. 

(2)  The  cumulative  effect  of  the  sub¬ 
stance  in  the  diet,  taking  into  account 
any  chemically  or  pharmacologically  re¬ 
lated  substance  or  substances  in  such 
diet. 

(3)  Safety  factors  which,  in  the 
opinion  of  experts  qualified  by  scientific 
training  and  experience  to  evaluate  the 
safety  of  food  and  food  ingredients,  are 
generally  recognized  as  appropriate. 

*  ♦  •  «  « 
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(k)  •Gtenewi  reopgaWton  ^ 
shall  be  determined  In  vccPrtMmr  wfCh 
§  121.3. 

(11  vprlor««iMAtea*MaM«ncfGp^^ 
approval  gi  arite*  wllk  vaapeet  %o  aw  <of 
a  substance  In  fend  prtw  to  Oepteiriber  ■«, 
1958,  by  the  Pood  ttud  Dn«  MmlnWtm- 
tion  or  the  Ctflfced  SlaAes  Pepw’tmwat  of 
Agriculttire  porswrii  to  the  PedtraJ 
Pood,  Drug,  flawJ  Coonidbic  Art,  ttie  Potfl- 
try  Products  Inspertton  Act,  or  the  Meat 
Inspection  Act. 

(m)  “FoocT  ittrtnfles  human  food, 
substances  migitillng  to  food  from  food- 
contact  articles,  per  food,  and  animal 
feed. 

2.  By  revising  S  121.3  to  read  as  fol¬ 
lows: 

§  121.3  Q^OTificatioM  •!  «  kigw*- 

dient  as  generally  rec»»gMi*«Ml  as  safe 

(GRAS), 

(a)  General  recognition  of  safety  may 
be  based  only  on  the  views  of  ejqierts 
qualified  by  scientific  training  and  ex¬ 
perience  to  evalnate  the  aafety  of  sub¬ 
stances  dirertly  nr  fndii'witly  added  to 
food.  The  hasls  of  sncto  views  may  be 
either  (1)  scteirtffic  procedures  or  (2)  in 
the  case  off  a  sttbstancetised  In  food  prior 
to  January  1,  li58,  through  experience 
based  on  common  use  In  food. .  General 
recognition  of  safety  requires  common 
knowledge  about  the  substance  through¬ 
out  the  scientific  community  knowledge¬ 
able  about  the  safrty  of  substances 
directly  or  indirectly  added  to  food. 

(W  General  recognition  of  safety 
based  upon  scientific  procedures  shall  re¬ 
quire  the  same  xpiailttty  and  quality  of 
scientific  evidence  as  is  required  to  ob¬ 
tain  approval  of  a  food  additive  regula¬ 
tion  for  the  ingredient.  General  recogni¬ 
tion  of  safety  throuBh  scientific  proce¬ 
dures  shall  orittnarlly  be  based  upon 
published  studies  vdikh  may  be  corrob¬ 
orated  by  unpublished  studies  and  other 
data  and  information. 

(c)  General  recognition  of  safety 
through  experience  based  on  common  use 
in  food  prior  to  January  1, 1958,  may  be 
determined  without  the  quantity  or 
quality  of  scientific  procedures  required 
for  approval  of  a  food  additive  regula¬ 
tion.  General  recognition  of  safety 
through  experience  based  on  common  use 
in  food  prior  to  January  1.  1958,  shall 
ordinarily  be  based  upon  generally  avail¬ 
able  data  and  Information.  An  Ingredient 
not  in  common  use  tn  food  prior  to  Jan¬ 
uary  1,  1958,  may  achieve  general  recog¬ 
nition  of  safety  only  through  scientific 
procedures. 

(d)  The  food  ingredients  listed  as 
GRAS  in  §  121.101  or  affirmed  as  GRAS 
in  §  121.104  or  f  121.105  do  not  include  all 
substances  that  are  generally  recognized 
as  safe  for  their  intended  use  In  food. 
Because  of  the  larre  number  of  sub- 
starices  the  intended  use  of  which  re¬ 
sults  or  may  reasoTrabiy  be  ■expected  to 
result,  directly  or  indirectly.  In  their  be¬ 
coming  a  compenent  nr -otherwise  affect¬ 
ing  the  rtiaraetnlstlcs  of  food,  it  is  im¬ 
practicable  to  list  all  such  substances 
that  are  ORASL  A  food  ingredient  of 
natural  Uologioal  -oiigiB  that  hM  been 
widely  consumed  tmr  Ms  awtrirat  iwaper- 
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ties  in  the  Untted  Btates  prior  to  Jau- 
tmry  1, 19S8,  without  known  -Aetrimental 
effects,  which  Is  sul^^ert  weOy  %o  oonven- 
tional  processing  as  practiced  isier  %o 
January  1, 1958,  and  forwhich  no  kaaown 
safety  hazard  exists,  w&  ordinarily  be 
regarded  as  GRAS  without  qteo^  tn- 
clusimi  in  §  121.181,  f  121.18%.  er 
§  121.105. 

(e)  Food  ingredients  were  listed  as 
GRAS  in  §  121.101  during  1958-1982 
without  a  detailed  scientific  review  of  all 
available  data  and  information  relattng 
to  their  safety.  Beginning  In  1999.  the 
Food  and  Drug  Administration  has  un¬ 
dertaken  a  systematic  review  -of  the  sta¬ 
tus  of  all  ingredients  used  m  food  on  the 
determination  that  they  are  GRAS  or 
subiect  to  a  prior  sanction.  All  detenni- 
nations  of  GRAS  statae  er  food  additive 
status  or  prhn:  sanctiom  -status  pursuant 
to  this  i-eview  shall  be  handed  pursuant 
to  £§  121.40,  121.41,  and  121.4009.  Affir- 
mation  of  GRAS  status  shail  be  au- 
iKHinced  in  §  121.104  or  J  121.105.  The 
result  of  such  review  shall  ids*  be  made 
known  by  an  appropriate  referenoe  tinder 
the  heading  for  the  cokunn  '“Uanltatioas, 
restrictions,  or  explanations"  in  the 
ta  bles  in  §  121.101. 

(f )  The  status  of  the  following  food  in¬ 
gredients  will  be  reviewed  and  aifirmed 
as  GRAS  or  deta'mined  to  be  a  food  ad¬ 
ditive  or  subject  to  a  prior  sauctaan  pur¬ 
suant  to'S  121.40,  §  121.41,  ar  f  121.4000: 

(1)  Any  substance  of  natural  falolag- 
ical  origin  that  has  been  widely  con¬ 
sumed  for  its  nutrient  properties  in  the 
United  States  prior  to  Jumary  L,  1958, 
without  known  detrimental  effect,  for 
which  no  health  hazard  is  known,  and 
which  has  been  modified  by  processes 
first  introduced  intocommercud  use  after 
January  1,  1958,  w'hich  may  reas<mably 
be  expected  significantly  to  alter  the 
composition  of  the  substtance. 

(2)  Any  substance  of  natural  biologi¬ 
cal  origin  that  has  been  widely  consumed 
for  its  nutrient  properties  in  the  United 
States  prior  to  January  1,  1958,  without 
known  detrimental  effect,  for  which  no 
health  hazard  is  known,  that  has  had 
significant  alteration  of  composition  by 
breeding  or  selection  after  January  1. 
1958,  where  the  change  may  be  reason¬ 
ably  expected  to  alter  the  nutritive  value 
or  the  concentration  of  toxic  constitu¬ 
ents. 

(3)  Distillates,  isolates,  extracts,  and 
concentration  of  extracts  of  GRAS  .siib- 
stances. 

(4)  Reaction  products  of  GRAS  sub¬ 
stances. 

(5'  Substances  not  of  a  natural  bio¬ 
logical  origin,  including  those  for  which 
evidence  is  offered  that  they  are  identi¬ 
cal  to  a  GRAS  counterpart  of  natural 
biological  origin. 

(6)  Substances  of  natural  biological 
origin  intended  for  consumption  for 
other  than  their  nutrient  properties. 

(g)  A  food  ingredient  that  is  not  GRAS 
or  subject  to  a  prior  sanction  reqidres  a 
food  additive  regrtlatkm  prowutfgated 
under  section  409  of  the  act  before  it  may 
be  directly  or  indirectly  added  to  food. 

(h)  A  food  ingredient  that  is  listed  as 
GRAS  in  §  121.101  or  affirmed  as  GRAS 


in  $  121.104  or  4  121.105  shall  be  legarded 
as  GRAS  dffy  if,  to  aAdMan  to  aff  llte 
requireniente  in  ffie  appMcitolc  mgtfla- 
tion,  it  also  meets  all  of  thetolaw^itog  re- 
quiremeits: 

(1)  It  complies  with  any  appUcable 
food  grade  ^lecificBtioBS  -of  Ite  Faad 
Chemicals  Oodex,  ad  Sd.  (19T2)';  except 
that  any  substance  used  as  a  coinponent 
of  aiticles  that  contact  load  and  affirsoed 
as  GRAS  in  {  121.195  .tiiall  comply  witii 
the  specificatiotB  theertn,  -or  in  the  ab- 
soenoe  of  such  specifications,  tisall  be  of 
a  purity  suitable  fte:  Its  intraded  use. 

\2)  It  performs  an  appropriate  func¬ 
tion  in  the  food  or  food-contact  article  in 
abida  it  is  used. 

<S)  Itisvisedatalevrtnohigherihaa 
necessary  to  achieve  its  intended  pur¬ 
pose  in  that  food  or,  if  used  as  a  oosapo- 
nent  of  a  food-coutact  article,  at  a  level 
no  higher  than  necessary  to  achieve  its 
intended  purpose  in  that  article. 

(i)  If  a  substance  is  aflcmed  as  GRAS 
hi  I  121.104  or  S  121.105  wtUi  no  limita¬ 
tion  other  than  good  manufacturing 
practice,  it  shaU  be  x^farded  as  GRAS  if 
its  oemditions  of  use  are  not  significan  tly 
different  from  those  reported  in  the  reg¬ 
ulation  as  the  basis  on  which  the  GRAS 
status  of  the  substance  was  affirmed.  If 
the  conditions  of  use  are  significantly 
different,  such  use  of  the  substance  may 
not  be  GRAS.  In  such  a  case  a  maniifac- 
turer  may  not  rely  on  the  regulation  as 
authorizing  the  use  but  must  independ¬ 
ently  establish  that  the  use  is  GR^  or 
must  use  the  substance  in  accordance 
wiih  a  food  additive  regulation. 

(j)  If  an  ingredient  is  affirmed  as 
GRAS  in  §  121.104  or  S  121.105  with  spe¬ 
cific  limitation (s) ,  it  may  be  used  in  food 
only  within  such  limitation  (s)  (Includ¬ 
ing  the  category  of  food(s),  the  fimc- 
tional  use(s)  of  the  ingredient,  a-nd  the 
level (s)  of  use).  Any  use  of  such  an  in¬ 
gredient  not  in  full  compliance  with  each 
such  established  limitation  shall  require 
a  food  additive  regulation. 

(k)  Pursuant  to  §  121.40,  a  food  ingre¬ 
dient  may  be  affirmed  as  GRAS  in  g  121.- 
104  or  §  121.105  fora  specific 'Use(s>  with¬ 
out  a  general  evaluation  of  use  of  the 
ingredient.  In  addition  to  the  use(s) 
.specified  in  the  regulation,  other  uses  of 
such  an  ingredient  may  also  be  GRAS. 
Any  affirmation  of  GRAS  status  for  a 
specific  use(s),  without  a  general  eval- 
viation  of  use  of  the  ingredient,  is  sub¬ 
ject  to  reconsideration  upon  such  eval¬ 
uation. 

(l)  New  information  may  at  any  time 
require  reconsideration  of  the  GRAS 
status  of  a  food  ingredient.  Any  change 
in  §  121.101,  g  121.104.  or  §  121.105  shaU 
be  accomplished  pursuant  to  g  121.41. 

3.  By  adding  a  new  §  121.14  to  read 
as  follows: 

§  121.14  IVi  saiu’lii>n.H. 

(a)  A  prior  sanction  ^hall  exist  only 
for  a  specific  use(s)  of  a  substance  in 
food,  i.e.,  the  level(s) ,  oondRion(s) .  prod- 
uct(s>.  etc.,  for  which  there  was  ex- 


^  Copies  may  be  obtalzied  from:  the  Xfa- 
tloual  Academy  of  Sclenoea,  9101  Constitu¬ 
tion  Ave.  NW.,  Washington,  DC  20037. 
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pUclt  approval  by  the  Food  and  Drug 
Administration  or  the  United  States  De¬ 
partment  of  Agriculture  prior  to  Sep¬ 
tember  6, 1958. 

(b)  The  existence  of  a  prior  sanction 
exempts  the  sanctioned  use(s)  from  the 
food  additive  provisions  of  the  act  but 
not  from  the  other  adulteration  or  the 
misbranding  provisions  of  the  act. 

(c)  All  known  prior  sanctions  shall  be 
the  subject  of  a  regulation  published  in 
Subpart  E  of  this  part.  Any  such  regula¬ 
tion  is  subject  to  amendment  to  impose 
whatever  llmitation(s)  or  condition(s) 
may  be  necessary  for  the  safe  use  of  the 
ingredient,  or  revocation  to  prohibit  use 
of  the  ingi^ent,  in  order  to  prevent  the 
adulteration  of  food  in  violation  of  sec¬ 
tion  402  of  the  act. 

(d)  In  proposing,  after  a  general  eval¬ 
uation  of  use  of  an  ingredient,  regula¬ 
tions  affirming  the  GRAS  status  of  sub¬ 
stances  added  directly  to  human  food  in 
§  121.104  or  substances  in  food-contact 
surfaces  in  §  121.105,  or  establishing  a 
food  additive  regulation  for  substances 
added  directly  to  human  food  in  Subpart 
D  of  this  part  or  food  additives  in  food- 
contact  surfaces  in  Subpart  F  of  this 
part,  the  Commissioner  shall,  if  he  is 
aware  of  any  prior  sanction  for  use  of 
the  ingredient  under  conditions  different 
from  those  proposed  in  the  regulation, 
conciirrently  propose  a  separate  regula- 
'tion  covering  such  use  of  the  ingredient 
under  Subpart  E  of  this  part.  If  the 
Commissioner  is  unaware  of  any  such 
applicable  prior  sanction,  the  proposed 
regulation  will  so  state  and  will  require 
any  person  who  intends  to  assert  or  rely 
on  such  sanction  to  submit  proof  of  its 
existence.  Any  food  additive  or  GRAS 
regffiation  promulgated  after  a  general 
evaluation  of  iise  of  an  ingredient  con¬ 
stitutes  a  determination  that  excluded 
uses  would  result  in  adulteration  of  the 
food  in  violation  of  section  402  of  the 
act,  and  the  failiue  of  any  person  to 
come  forward  with  proof  of  such  an  ap¬ 
plicable  prior  sanction  in  response  to  a 
proposal  will  constitute  a  waiver  of  the 
rigdit  to  assert  or  rely  on  such  sanction 
at  any  later  time.  The  notice  will  also 
constitute  a  proposal  to  establish  a  reg¬ 
ulation  imder  Subpart  E  of  this  part, 
incorporating  the  same  provisions,  in  the 
event  that  such  a  regulation  Is  deter¬ 
mined  to  be  appropriate  as  a  result  of 
submission  of  proof  of  such  an  applicable 
prior  sanction  in  response  to  the 
proposal. 

4.  In  §  121.40  by  adding  new  para¬ 
graph  (c)  (6)  to  read  as  follows: 

§  121.4<l  Affirmation  of  generally  ree- 

ognized  as  safe  (CRAS)  status. 

•  •  •  *  * 

(c)  •  *  * 

(6)  The  notice  of  filing  in  the  Fed¬ 
eral  Register  will  request  submission  of 
proof  of  any  applicable  prior  sanction  for 
use  of  the  ingredient  under  conditions 
different  from  those  proposed  to  be  de¬ 
termined  to  be  GRAS.  The  failure  of 
any  person  to  come  forward  with  proof 
of  such  an  applicable  prior  sanction  in 
response  to  the  notice  of  filing  will  con¬ 
stitute  a  waiver  of  the  right  to  assert 
or  rely  on  such  sanction  at  any  later 


time.  The  notice  of  filing  will  also  con¬ 
stitute  a  proposal  to  establish  a  regu¬ 
lation  under  Subpart  E  of  this  part,  in¬ 
corporating  the  same  provisions,  in  Uie 
event  that  such  a  relation  is  deter¬ 
mined  to  be  appropriate  as  a  result  of 
submission  of  proof  of  such  an  appli¬ 
cable  prior  sanction  in  response  to  the 
notice  of  filing. 

5.  In  §  121.41  by  adding  new  paragraph 
(d)  to  read  as  follows: 

§  121.41  Determination  of  food  addi¬ 
tive  status. 

•  •  •  •  # 

(d)  If  the  Commissioner  of  Food  and 
Drugs  is  aware  of  any  prior  sanction  for 
tise  of  the  substance,  he  will  concurrently 
propose  a  separate  regulation  covering 
such  use  of  the  ingredient  under  Sub¬ 
part  E  of  this  part.  If  the  Commissioner 
is  unaware  of  any  such  iqiplicable  prior 
sanction,  the  pressed  r^nilation  will 
so  state  and  will  require  any  person  who 
intends  to  assert  to  rely  on  such  sanc¬ 
tion  to  submit  proof  of  its  existence.  Any 
regulation  promulgated  pursuant  to  this 
section  constitutes  a  determination  that 
excluded  uses  would  result  in  adultera¬ 
tion  of  the  food  in  violation  of  section  402 
of  the  act,  and  the  failure  of  any  person 
to  come  forward  with  proof  of  such  an 
applicable  prior  sanction  in  response  to 
the  proposal  will  constitute  a  waiver  of 
the  right  to  assert  or  rely  on  such  sanc¬ 
tion  at  any  later  time.  The  notice  will 
also  constitute  a  proposal  to  establish  a 
regulation  imder  Bubpart  E  of  this  part, 
incorporating  the  same  provisions,  in  the 
event  that  such  a  regulation  is  deter¬ 
mined  to  be  appropriate  as  a  result  of 
submission  of  proof  of  such  an  applicable 
prior  sanction  in  response  to  the  proposal. 

6.  In  §  121.104  by  adding  a  new  sen¬ 
tence  to  paragraph  (a)  and  by  adding 
new  paragraph  (b)  (1),  (2),  and  (3)  to 
read  as  follows: 

§  121.104  Substanre^s  added  directly  to 
human  food  affirmed  as  generally 
rtM;ognized  as  safe  (GRAS) . 

(a)  •  •  *  The  regulations  in  this  sec¬ 
tion  shall  sufficiently  describe  each  in¬ 
gredient  to  identify  the  characteristics 
of  the  ingredient  that  has  been  affirmed 
as  GRAS  and  to  differentiate  it  from 
other  possible  versions  of  the  ingredient 
that  have  not  been  affirmed  as  GRAS. 
Ingredients  affirmed  as  GRAS  in  this 
section  may  also  be  used  as  components 
of  articles  that  contact  food,  subject  to 
any  limitations  prescribed  in  Subpart  F 
of  this  part  or  in  §  121.105. 

(b)  •  •  * 

(1)  If  the  ingredient  is  affirmed  as 
GRAS  with  no  limitation  other  than  good 
manufacturing  practice,  it  shall  be  re¬ 
garded  as  GRAS  if  its  conditions  of  use 
are  not  significantly  different  from  those 
reported  in  the  regulation  as  the  basis 
on  which  the  GRAS  status  of  the  sub¬ 
stance  was  affirmed.  If  the  conditions  of 
use  are  significantly  different,  such  use 
of  the  substance  may  not  be  GRAS.  In 
such  a  case,  a  manufacturer  may  not 
rely  on  the  regulation  as  authorizing  the 
use  but  must  independently  establish 
that  the  use  is  GRAS  or  must  use  the 


substance  in  accordance  with  a  food  ad¬ 
ditive  r^fulation. 

(2)  If  the  ingrredient  is  affirmed  as 
GRAS  with  specific  limitation  (s) ,  it  shall 
be  used  in  food  only  within  such  limita- 
tion(s).  Including  the  category  of 
food(s),  the  fimctlonal  use(s)  of  the  in¬ 
gredient,  and  the  level  (s)  of  use.  Any  use 
of  such  an  Ingredient  not  in  full  com¬ 
pliance  with  each  such  established  limi¬ 
tation  shall  require  a  food  additive 
regulation. 

(3)  If  the  ingredient  is  affirmed  as 
GRAS  for  a  specific  use,  without  a  gen¬ 
eral  evaluation  of  use  of  the  ingredient, 
other  uses  may  also  be  GRAS. 

♦  •  •  •  • 

7.  In  §  121.105  by  adding  a  new  sen¬ 
tence  to  paragraiffi  (a)  and  by  adding 
new  paragraph  (b)  (1),  (2),  and  (3)  to 
read  as  follows: 

§  121.105  Substances  in  food-ciHitact 
surfaces  affirmed  as  generally  rei'og- 
nized  as  safe  (GRAS). 

(a)  *  ♦  •  The  regulations  in  this  sec¬ 
tion  shall  sufficiently  describe  each  in¬ 
gredient  to  identify  the  characteristics 
of  the  ingredient  that  has  been  affirmed 
as  GRAS  and  to  differentiate  it  from 
other  possible  versions  of  the  Ingredient 
that  have  not  been  affirmed  as  GRAS. 

(b)  •  *  * 

(1)  If  the  ingredient  is  affirmed  as 
GRAS  with  no  limitation  other  than  good 
manufacturing  practice,  it  shall  be  re¬ 
garded  as  GRAS  if  its  conditions  of  use 
are  not  significantly  different  from  those 
reported  in  the  regulation  as  the  basis 
on  which  the  GRAS  status  of  the  sub¬ 
stance  was  affirmed.  If  the  conditions  of 
use  are  significantly  different,  such  use 
of  the  substance  may  not  be  GRAS.  In 
such  a  case,  a  manufacturer  may  not  rely 
on  the  regulation  as  authorizing  the  use 
but  must  independently  establish  that  the 
use  is  GRAS  or  must  use  the  substance 
in  accordance  with  a  food  additive  regu¬ 
lation. 

(2)  If  the  ingredient  is  affirmed  as 
GRAS  with  specific  Umltation(s) ,  it  shall 
be  used  in  food-cmitact  siirfaces  only 
within  such  limitation(s),  including  the 
category  of  food-contact  surfacefs) ,  the 
fiuictional  use(s)  of  the  Ingredient,  and 
the  level(s)  of  use.  Any  use  of  such  an 
ingredient  not  in  full  compliance  with 
each  such  established  limitation  shall  re¬ 
quire  a  food  additive  regulation. 

(3)  If  the  ingredient  is  affirmed  as 
GRAS  for  a  specific  use,  prior  to  general 
evaluation  of  use  of  the  ingredient,  other 
uses  may  also  be  GRAS. 

«  •  •  «  • 

Effective  date:  These  r^ulations  sliall 
be  effective  January  6,  1977. 

(Secs.  201(8),  402,  400,  701(a),  62  Stat.  1046- 
1047  as  amended,  1056,  72  Stat.  1784-1788  as 
amended  (21  UA.C.  321  (s) ,  842,  348,  371(a))  .) 

Dated:  December  1, 1976. 

Joseph  P.  Hile, 
Associate  Commissioner 
tor  Compliance. 

Mote. — Incofiportion  by  reference  provisloos 
approved  by  the  Director  of  the  Office  of  the 
Federal  Register  on  July  10,  1973,  and  on  file 
In  the  Federal  Register  Library. 

|FR  Doc.76-36836  PUed  12-«-76;8:46  am] 
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[Docket  No.  7eN-013Sl 

'  PART  121— FOOD  ADDITIVES 

Subpart  B — Exemption  of  Certain  Food 

Additives  From  the  Requirement  of 

Toierances 

Benzoic  Acid  and  Sodium  Benzoate; 

Affirmation  of  GRAS  Status  as  Di¬ 
rect  Human  Food  Ingredients 

The  Food  and  Drug  Administration 
(FDA)  is  affirming  that  benzoic  acid  and 
sodium  benzoate  are  generally  recognized 
as  safe  as  direct  human  food  ingredients. 
This  regulation  shall  be  effective  Janu¬ 
ary  6,  1977. 

In  the  Federal  Register  of  Septem¬ 
ber  23,  1974  (39  ITt  34197),  a  proposal 
was  published  to  affirm  that  benzoic  acid 
and  sodium  benzoate  are  generally  recog¬ 
nized  as  safe  (GRAS)  for  use  as  direct 
human  food  ingredients.  The  proposal 
was  made  on  the  initiative  of  the  Com¬ 
missioner  of  Food  and  Drugs,  pursuant 
to  the  announced  FDA  review  of  the 
safety  of  GRAS  and  prior-sanctioned 
food  ingredients. 

In  accordance  with  §  121.40,  relating  to 
to  the  affirmation  of  GRAS  food  ingre¬ 
dients,  copies  of  the  Scientific  literature 
Review  on  benzoic  acid  and  sodium  ben¬ 
zoate,  data  on  teratology  tests  on  sodium 
benzoate,  mutagenic  experiments  on 
the^  ingredients,  and  the  report  of  the 
Select  Ck)mnlittee  on  GRAS  Substances 
for  benzoic  acid  and  sodium  benzoate,  are 
available  for  public  review  in  the  office 
of  the  Hearing  Cfierk,  Food  and  Drug  Ad¬ 
ministration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857. 

In  addition  to  proposing  to  affirm  the 
GRAS  status  of  benzoic  acid  and  sodium 
benzoate,  the  Commissioner  gave  public 
notice  that  he  was  imaware  of  any  prior- 
sanctioned  food  ingredient  use  for  these 
ingredients  other  than  for  the  proposed 
conditions  of  use.  Persons  asserting,  ad¬ 
ditional  or  extended  uses,  in  accordance 
with  approvals  granted  by  the  U.S.  De¬ 
partment  of  Agriculture  or  the  Pood  and 
Drug  Administration  prior  to  Septem¬ 
ber  6,  1958,  were  given  notice  to  submit 
proof  of  such  sanction  so  that  the  safety 
of  the  prior-sanctioned  use  could  be  de¬ 
termined  at  this  time.  That  notice  was 
also  an  opportimity  to  have  prior-sanc¬ 
tioned  uses  of  benzoic  acid  and  sodium 
benzoate  appiroved  by  issuance  of  an  ap¬ 
propriate  regulation  vmder  Subpart  E — 
Prior-Sanctioned  Food  Ingredients,  pro¬ 
vided  the  prior-sanctioned  use  could  be 
affirmed  as  safe  on  the  basis  of  informa¬ 
tion  and  data  now  available  to  the  Com¬ 
missioner.  Notice  was  also  given  that 
failure  to  submit  proof  of  an  applicable 
prior  sanction  in  response  to  the  pro¬ 
posal  would  constitute  a  waiver  of  the 
right  to  assert  such  sanction  at  any 
future  time. 

No  reports  of  prior-sanctioned  use  for 
benzoic  acid  or  sodium  benzoate  were 
submitted  in  response  to  the  proposal. 
Therefore,  in  accordance  with  that  pro¬ 
posal,  any  right  to  assert  a  prior  sanc¬ 
tion  for  use  of  benzoic  acid  or  sodium 


benzoate  under  conditions  different  from 
those  set  forth  in  the  final  regulation  or 
different  from  toat  set  forth  in  Sub- 
part  E  has  been  waived. 

Five  respondents  submitted  comments 
in  response  to  the  Commissioner’s  nro- 
posal  and  supporting  data  and  inf  ora¬ 
tion  on  benzoic  acid  and  sodium  ben¬ 
zoate.  A  summary  of  the  comments  and 
the  Commissioner’s  conclusions  thereon 
follows: 

1.  Four  comments  questioned  the  spec¬ 
ified  method  of  manufacture  for  sodium 
benzoate.  The  comments  indicated  that 
sodium  hydroxide  and  sodium  carbonate 
serve  equally  well  as  sodium  bicarbonate 
when  used  as  a  neutralizing  agent  for 
benzoic  acid.  The  comments  also  re¬ 
quested  deletion  of  the  specified  purifica¬ 
tion  steps  for  sodium  benzoate,  indicat¬ 
ing  that  “charcoal  or  potassium  per¬ 
manganate,  filtration,  and  drying’’  are 
optional  steps  that  are  not  necessary  to 
identify  this  manufacturing  process  or 
maintain  food-grade  quality  of  sodium 
benzoate. 

The  Commissioner  agrees  with  these 
comments.  The  method  of  manufacture 
for  sodium  benzoate  may  adequately  be 
described  as,  “produced  by  the  neutrali¬ 
zation  of  benzoic  acid  with  sodium  bi¬ 
carbonate,  sodium  carbonate,  or  sodium 
hydroxide,”  and  the  final  regulation  so 
provides. 

2.  One  comment  suggested  that  the 
method  of  manufacture  for  benzoic  acid 
should  include  the  air  oxidation  of  tol- 
uence  “in  the  presence  of  a  transition 
metal  salt  catalyst.”  The  comment  stated 
that  a  suitable  catalyst  was  required  in 
this  process  to  achieve  a  satisfactory 
yield  of  benzoic  acid. 

The  Commissioner  agrees  with  this 
Qpmment  and  has  added  this  method  of 
manufacture  for  benzoic  acid  to  the  final 
regulation. 

3.  One  comment  expressed  concern 
that  the  proposal  may  delete  the  prior- 
sanctioned  use  of  sodium  benzoate,  as 
currently  listed  in  §  121.2005(b)  (21  CFR 
121.2005(b)).  The  comment  also  ex¬ 
pressed  concern  that  affirmation  of  the 
GRAS  status  of  benzoic  acid,  as  a  direct 
human  food  ingredient  imder  §  121.104, 
may  also  invalidate  its  use  as  an  indirect 
food  ingredient  as  permitted  in  S  121.- 
2500(d)  (21  CFR  121.2500(d)).  imder 
Subpart  F.  For  these  reasons,  the  com¬ 
ment  requested  that  both  sodium  ben¬ 
zoate  and  benzoic  acid  be  affirmed  as 
GRAS  under  S  121.105.  as  indirect  food 


ingredients  for  use  in  food-packaging 
materials. 

The  Commissioner  states  that  the  pro- 
pKJsals  of  September  23.  1974  were  not 
intended  to  invalidate  those  prior  sanc¬ 
tions  that  are  presently  listed  in  Subpart 
E.  'The  intent  of  the  proposals  was  to 
solicit  information  on  prim:  sanctions 
that  are  not  a  part  of  these  regulations 
or  otherwise  a  part  of  current  FDA-  rec¬ 
ords.  Therefore,  the  prior-sanctioned  use 
of  sodium  benzoate,  as  listed  in  §  121.- 
2005(b) ,  is  not  invalidated.  This  possible 
confusion  has  been  clarified  in  this  regu¬ 
lation  for  sodium  benzoate. 

Affirmation  of  the  GRAS  status  of  a 
substance  as  a  direct  human  food  in¬ 
gredient  should  not  be  interpreted  as  re¬ 
voking  approval  of  the  substance  for  in¬ 
direct  uses  or  other  uses  permitted  by  the 
regulations.  Elsewhere  in  this  issue  of  the 
P’EDERAL  Register,  §  121.104  has  been 
amended  to  clarify  this  matter. 

Subsequent  to  the  September  23,  1974 
proposal  for  GRAS  affirmation  of  ben¬ 
zoic  acid  and  sodium  benzoate,  an  in¬ 
vestigation  for  mutagenicity  was  con¬ 
ducted  on  benzoic  acid  and  sodium  ben¬ 
zoate.  An  evaluation  of  these  studies 
demonstrates  no  evidence  of  mutagenic¬ 
ity  caused  by  benzoic  acid  or  sodium 
benzoate.  The  Commissioner,  therefore, 
concludes  that  no  change  in  the  pro¬ 
posed  affirmed  GRAS  status  of  benzoic 
acid  or  sodium  benzoate  is  warranted. 
Copies  of  these  studies  are  on  file  with 
the  Hearing  Clerk,  and  may  also  be  pur¬ 
chased  from  the  National  Technical  In¬ 
formation  Service,  5285  Port  Royal  Rd.. 
Springfield,  VA  22151  (order  numbers: 
Benzoic  acid  (tier  1  microbial  test)  PB- 
245-500/ AS,  $3.75;  sodium  benzoate  (cy¬ 
togenetics,  host  mediated  assay  and 
dominant  lethal  tests)  PB-245-453/AS, 
$4.75) . 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s) ,  409, 
701(a),  52  Stat.  1055,  72  Stat.  1784-1788 
as  amended  (21  U.S.C.  321  (s),  348,  371 
(a) ) )  and  under  authority  delegated  to 
the  Commissioner  (21  CFR  5.1)  (recodi¬ 
fication  published  in  the  Federal  Regis¬ 
ter  of  June  15.  1976  (41  FR  24262)), 
Part  121  is  amended  as  follows: 

1.  In  §  121.101(d)  (2)  by  revising  the 
entries  for  “Benzoic  acid”  and  “Sodium 
benzoate”  to  read  as  follows: 

§  121.101  Substances  that  are  generally 
recognized  as  safe. 

*  *  «  *  * 

(d)  *  •  * 


Tolerance 


Limitations,  restrictions  or 
explanations 


(2)  (HSMlr  tl.  PRESERVATIVE 


Bcnsoicacid .  . 0.1  pet . . . . Aflinned  as  GRAS,  §  m.l01fe)(6). 

•  •  •  •  •  *  * 

Sodium  bensoste . 1  pet . . . Affirmed  as  GRAS,  1 121.104(g)(7). 
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2.  In  §  121.104  by  adding  new  para¬ 
graph  (g)  (6)  and  (7)  to  read  as  follows: 

§  121.104  Substances  added  directly  to 
human  food  affirmed  as  generally 
recognized  as  safe  (GKA.S). 

*  ♦  «  «  * 

(g)  *  *  * 

(6)  Benzoic  acid,  (i)  Benzoic  acid  is 
the  chemical  benzenecarboxylic  acid 
(CtH^Oj)  ,  occurring  in  nature  in  free  and 
combined  forms.  Among  the  foods  in 
w’hlch  benzoic  acid  occurs  naturally  are 
cranberries,  prunes,  plums,  cinnamon, 
ripe  cloves,  and  most  berries.  Benzoic 
acid  is  manufactured  by  treating  molten 
phthalic  anhydride  with  steam  in  the 
presence  of  a  zinc  oxide  catalyst,  by  the 
hydrolysis  of  benzotrichloride,  or  by  the 
oxidation  of  toluene  with  nitric  acid  or 
sodium  bichromate  or  wdth  air  in  the 
presence  of  a  transition  metal  salt  cata¬ 
lyst. 

(ii)  The  ingredient  meets  the  specifi¬ 
cations  of  the  Food  Chemicals  Codex,  2d 
Ed.  (1972).* 

(iii)  The  ingredient  is  used  as  an  anti¬ 
microbial  agent  as  defined  in  §  121.1  (o> 
(2),  and  as  a  flavoring  agent  and  adju¬ 
vant  as  defined  in  §  121.1  (o)  (12). 

(iv)  The  ingredient  is  used  in  food  at 
levels  not  to  exceed  good  manufacturing 
practice.  Current  usage  results  in  a  maxi¬ 
mum  level  of  0.1  percent  in  food.  (The 
Pood  and  Drug  Administration  has  not 
determined  whether  significantly  dif¬ 
ferent  conditions  of  use  would  be  GRAS.) 

(V)  Prior  sanctions  for  this  ingredient 
different  from  those  uses  established  in 
this  section,  or  different  from  that  set 
forth  in  Subpart  E  of  this  part,  do  not 
exist  or  have  been  waived.  ' 

(7)  Sodium  benzoate,  (i)  Sodium 
benzoate  is  the  chemical  benzoate  of  soda 
(CTHoNaO:.) ,  produced  by  the  neutraliza¬ 
tion  of  benzoic  acid  with  sodium  bi- 
caihonate,  sodium  carbonate,  or  sodium 
hydroxide.  The  salt  is  not  found  to  occur 
naturally. 

(ii)  The  ingredient  meets  the  speci¬ 
fication  of  the  Pood  Chemicals  Codex,  2d 
Ed.  (1972).* 

(iii)  The  ingredient  is  used  as  an  anti¬ 
microbial  agent  as  defined  in  §  121.1 
<o)  (2) ,  and  as  a  flavoring  agent  and 
adjuvant  as  defined  in  §  121.1  (o)  (12). 

(iv)  The  ingredient  is  used  in  food  at 
levels  not  to  exceed  good  manufacturing 
practice.  Current  usage  results  in  a  maxi¬ 
mum  level  of  0.1  percent  in  food.  (The 
Food  and  Drug  Administration  has  not 
deteiTOined  whether  significantly  dif¬ 
ferent  conditions  of  use  would  be  GRAS.) 

(v)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in  this 
section,  or  different  from  that  set  forth 
in  Subpart  E  of  this  part,  do  not  exist  or 
have  been  waived. 

*  *  *  «  4> 

Effective  date:  This  regulation  shall  be 
effective  January  6,  1977. 

(Secs.  201  (s),  409,  701(a),  52  Stat.  1055,  72 
Stat.  1784-1788  as  amended  (21  U.S.C.  321(s), 
348,  371(a)).) 


^  Ck>pies  may  be  obtained  from:  The  Na¬ 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave,  NW.,  Washington,  DC  20037. 


Dated:  December  1,  1976. 

Note. — Incorporation  by  reference  pro¬ 
visions  approved  by  the  Director  of  the  Office 
of  the  Federal  Register  on  July  10,  1973,  and 
on  file  in  the  Federal  Register  Library. 

^  Joseph  P.  Hile, 

'  Associate 

Commissioner  for  Compliance. 

[FR  Doc.76-35842  Filed  12-6-76;8;45  am] 


[Docket  No.  76N-0138I 

PART  121— FOOD  ADDITIVES 

Subpart  B — Exemption  of  Certain  Food 
Additives  From  the  Requirement  of 
Tolerances 

Acacia  (Gum  Arabic);  Affirmation  of 
GRAS  Status  as  a  Direct  Human  Pood 
Ingredient  With  Specific  Limita¬ 
tions.  AND  AS  AN  Indirect  Human  Food 
Ingredient 

The  Food  and  Drug  Administration 
(FDA)  is  affirming  that  acacia  (gum 
arabic )  is  generally  recognized  as  safe  as 
a  direct  human  food  ingredient  with  spe¬ 
cific  limitations,  and  as  an  Indirect 
human  food  ingredient.  This  regulation 
shall  be  effective  January  6,  1977. 

In  the  F’ederal  Register  of  Septem¬ 
ber  23,  1974  (39  FR  34203),  a  pro^sal 
was  published  to  affirm  that  acacia  is* 
generally  recognized  as  safe  (GRAS)  for 
use  as  a  direct  and  indirect  human  food 
ingredient.  The  proposal  W'as  made  on 
the  initiative  of  the  Commissioner  of 
Pood  and  Drugs,  pursuant  to  the  an¬ 
nounced  FDA  review  of  the  safety  of 
GRAS  and  prior-sanctioned  food  ingre¬ 
dients. 

In  accordance  with  §  121.40  (21  CPR 
121.40),  relating  to  the  affirmation  of 
GRAS  food  ingredients,  copies  of  the  Sci¬ 
entific  Literature  Review  on  acacia,  data 
on  the  teratology  and  mutagenic  tests  on 
this  ingredient,  and  the  report  of  the  Se¬ 
lect  Committee  on  GRAS  Substances  for 
acacia  are  available  for  public  review  in 
the  office  of  the  Hearing  Clerk,  Pood  and 
Di*ug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857. 

In  addition  to  proposing  to  affirm  the 
GRAS  status  of  acacia,  the  Commissioner 
gave  public  notice  that  he  was  unaware 
of  any  prior-sanctioned  food  ingredient 
use  for  this  ingredient  other  than  for  the 
proposed  conditions  of  use.  Persons  as¬ 
serting  additional  or  extended  uses,  in 
accordance  with  approvals  granted  by 
the  U.S.  Department  of  Agriculture  or 
the  Food  and  Drug  Administration  prior 
to  September  6,  1958,  were  given  notice 
to  submit  proof  of  such  sanction  so  that 
the  safety  of  the  prior-sanctioned  use 
could  be  determined  at  this  time.  That 
notice  w’as  also  an  opportunity  to  have 
prior-sanctioned  uses  of  acacia  approved 
by  issuance  of  an  appx-opriate  regulation 
under  Subpart  E — ^Prior-sanctioned  Pood 
Ingredients,  provided  the  prior-sanc¬ 
tioned  use  could  be  affirmed  as  safe  on 
the  basis  of  information  and  data  now 
available  to  the  Commissioner.  Notice 
was  also  given  that  failure  to  submit 
proof  of  an  applicable  prior  sanction  in 
response  to  the  proposal  would  constitute 
a  waiver  of  the  right  to  assert  such 
sanction  at  any  future  time. 


No  reports  of  prior-sanctioned  use  for 
acacia  were  submitted  in  response  to  the 
proposal.  Therefore,  In  accordance  with 
that  proposal,  any  right  to  assert  a  prior 
sanction  fm:  a  use  of  this  ingreffient 
under  conditions  different  from  those  set 
forth  in  the  final  regulation  has  been 
waived. 

Five  comments  were  received  in  re¬ 
sponse  to  the  Commissioner’s  proposal 
and  supporting  data  and  information  on 
acacia.  A  summary  of  the  comments  and 
the  Commissioner’s  conclusions  thereon 
follows: 

1.  One  firm  objected  to  the  labeling 
requirements  of  S  121.104(f)  (2)  (21  CFR 
121.104(f)(2)),  which  requires  a  state¬ 
ment  of  the  concentration  of  acacia  af¬ 
firmed  as  GRAS  in  any  intermediate  mix. 
The  comment  noted  that  the  function¬ 
ality  variation  of  the  gum  as  obtained 
from  it;  various  natural  sources  would 
make  it  very  difficult  to  label  the  per¬ 
centage  of  acacia  with  any  consistent 
accuracy.  They  also  objected  to  this  re¬ 
quirement  from  a  formula  disclosure 
standpoint,  arguing  that  disclosure  of 
percentage  composition  would  create  a 
hardship  on  current  manufacturers  of 
stabilizers  containing  acacia. 

The  Commissioner  recognizes  the  va¬ 
lidity  of  this  comment  for  many  naturally 
derived  GRAS  ingredients  and  the  final 
regulation  exempts  acacia  from  5  121.104 
(f)(2)  and  makes  the  requirement  op¬ 
tional.  A  proposal  to  delete  this  exemp¬ 
tion  and  to  permit  more  flexibility  in  the 
labeling  of  intermediate  mixes  is,  how¬ 
ever,  published  elsewhere  in  this  issue  of 
the  Federal  Register. 

2.  One  comment  suggested  that  a  clari¬ 
fication  be  made  regarding  the  basis  upon 
which  the  usage  levels  of  acacia  have 
been  established.  It  was  stated  that  the 
reported  usage  levels  in  the  National 
Academy  of  Sciences/National  Research 
Council  (NAS/NRC)  survey  were  on  an 
“as  served”  basis,  and  the  comment 
therefore  requested  that  limitations  set 
forth  in  the  regulations  governing  GRAS 
substances  be  designated  on  this  same 
basis. 

The  Commissioner  agrees  with  the 
comment  that  usage  levels  reported  in 
the  NAS/NRC  survey  were  on  an  “as 
served”  basis.  The  final  regulation  has 
been  clarified  accordingly. 

3.  One  comment  requested  that  the 
maximum  usage  level  of  acacia  in  hard 
candy  be  increased  from  31  percent  to 
46.5  percent.  It  was  indicated  that  the 
NAS  NRC  reported  maximum  usage 
figure  for  hard  candy  was  not  on  an  “as 
used”  basis,  but  rather  on  the  formula- 

-  tion  basis.  Thus,  when  water  is  evapo¬ 
rated  from  the  cooked  candy,  this  final 
product  contains  46.5  percent  acacia. 

The  Commissioner  accepts  this  expla¬ 
nation  and  has  inreased  the  usage  level 
of  acacia  from  31  percent  to  46.5  per¬ 
cent  for  hard  candy  in  the  final  regula¬ 
tion. 

4.  One  comment  objected  to  the 
omitted  use  of  acacia  as  a  “processing 
aid”  (§  121.1(0)  (24))  in  the  production 
of  alcoholic  beverages.  This  use  was  not 
recognized  in  the  September  23,  1974 
proposal,  but  was  included  ip  the  1972 
NAS  NRC  report  of  uses. 
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The  Commissioner  acknowledges  this 
oversight,  which  has  been  corrected  in 
the  final  regulation  by  Including  “proc¬ 
essing  aid”  as  a  technical  effect  under 
“all  other  food  categories.” 

5.  One  comment  requested  that  acacia 
be  allowed  as  a  formulation  aid  in  all 
food  categories.  The  comment  contended 
that  acacia  is  used  as  an  encapsulating 
agent  in  connection  with  flavor  uses  in 
various  foods  and  that  this  change  would 
not  require  any  change  in  the  maximum 
usage  levels  permitted  for  acacia. 

The  Commissioner  acknowledges  that 
this  technical  effect  for  use  of  acacia 
w'as  reported  in  the  1972  NAS/NRC  sur¬ 
vey  of  GRAS  substances  but  apparently 
overlooked  in  the  proposal.  The  final  reg¬ 
ulation  therefore  permits  the  use  of  this 
gum  as  a  formulation  aid  in  all  food  cat¬ 
egories. 

Additional  information  from  the  NAS/ 
NRC  regarding  the  1972  maximum  usage 
levels  of  acacia  has  been  received  by  PDA 
since  publication  of  the  September  23, 
1974  proposal  to  affirm  acacia  as  GRAS. 
This  new  information  necessitates  ac¬ 
knowledgment  of  slightly  higher  levels 
of  use  of  acacia  in  nonalcoholic  beverages 
and  gelatins,  puddings,  and  fillings. 


These  changes  have  been  incorporated 
into  the  final  regulation. 

The  Commissioner  concludes  that  the 
changes  from  the  proposed  regulation 
have  been  adopted  to  permit  flexibility 
in  labeling,  clarify  the  meaning  of  the 
regulation,  and  allow  the  use  of  acacia 
in  a  manner  and  at  levels  that  have  al¬ 
ready  been  established.  Such  changes  do 
not  alter  his  conclusion  that  acacia  is 
GRAS  but  must  be  limited  to  present 
levels  of  use  to  ehsure  its  continued  safe 
use  in  foods. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s), 
409,  701(a),  52  Stat.  1055,  72  Stat.  1784- 
1788  as  amended  (21  U.S.C.  321  (s),  348, 
371(a) ) )  and  under  authority  delegated 
to  the  Commissioner  (21  CTPR  5.1)  (re¬ 
codification  published  in  the  Federal 
Register  of  June  15, 1976  (41  FR  24262) ) , 
Part  121  is  amended  as  follows: 

1.  In  §  121.101  (d)  (7)  and  (i)  by  re¬ 
vising  the  entry  for  “Acacia  (gum  ara- 
bic)  ”  to  read  as  follows: 

§  121.101  SubHtaiice»>  that  are  generally 
reengnizecl  as  safe. 

«  •  «  *  « 

(d)  *  *  • 


rrcKluct 


Tolmmco  .  I.iiniliilioii.s,  restrictions,  or 

explanations 


•  •  *  *  * 

(7)  STABn.I7.ERS 

Aeiieia  (fiiiin  arallic) . . .  .  .  .  .vninred  as  <  i  R.\S,  5  121.i04(i{)(l'.t) 

*  *  •  •  •  •  • 


(i)  *  *  * 

Acacia  (gum  arable), 
affirmed  as  ORAS, 

5  121.105(f)  (4). 

•  •  •  *  * 

2.  In  §  121.104  by  adding  new  para¬ 
graph  (g)  (19)  to  read  as  follows: 

§  121.104  Substances  added  directly  to 
human  food  affirmed  as  generally 
recognized  as  safe  (GRAS). 

*  «  •  *  * 

(g)  *  *  * 


(19)  Acacia  (gum  arabic) .  (i)  Acacia 
(gum  arabic)  is  the  dried  gummy  exu¬ 
date  from  stems  and  branches  of  trees 
of  various  species  of  the  genus  Acacia, 
family  Leguminosae. 

(ii)  The  ingredient  meets  specifica¬ 
tions  of  the  Pood  Chemicals  Codex,  2d 
Ed.  (1972).' 

(iii)  The  ingredient  is  used  in  food 
under  the  following  conditions : 


'  Copies  may  be  obtained  from :  the  Na¬ 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave.  NW..  Wa.shlngton.  DC.  20037. 


Maximum  umgc  Urdu  ixrmUtnl 


Food  (as  served)  I'ercent  Function 


Beverages  and  lieverage  bases,  }  121.1(n)(3)-. 

C’liowing  gnin,  §  121.1(n)(6) . . 

r onteetions  and  frostings,  5  121.1(n)(!t) . 

Dairy  pr<«liict  analogs,  $  12i.l(n)(10) . 

Fats  and  oils,  |  121.1(n)(12) _ 

(ielatins,  puddings,  and  Olliugs,  {  121.1  (n) 
(22). 

Hard  candy  and  cough  drops,  i  121.1(n)(25).. 

Nuts  and  nut  products,  $  121.1(n>(32) . 

Snack  foods,  §  121.1(n)(37) . 

Soft  candy.  |  121.1(n)(38) . 

< 

All  other  food  categories . . 


2.0  Emulsifier  and  emulsifier  .salt,  $  121.1(o)(8);  flavoring  agent 
and  adjuvant,  §  121.1(o)(12);  formulation  aid,  $  121.1(o) 
(14):  stabilizer  and  thickener,  5  121.1(o)(28). 

5.6  Flavoring  agent  and  adjuvant,  §  121.1(o)(12);  formulation 
aid,  1 121.1(o)(14):  Immectant,  §  12l.l(o)(16);  surface¬ 
finishing  agent,  {  I21.1(o)(30). 

12.  t  Formulation  aul,  1 121.1(o)(14);  stabilizer  and  thickener, 
I  121.1(o)(28);  surface-finishing  agent,  5  121.1(o)(30). 

1.3,  Formulation  aid,  5  121.1(o)(14):  stabilizer  and  thickener, 
5  121.1(o)(2»). 

1..5  Formulation  aid.  5  121.1(o)(ll);  slat)ilizer  and  thickener, 
$  121.Uo)(2S). 

2.5  Emulsifier  and  eniul.sirier  .salt,  5  121.1(o)(8);  formulation 

aid,  5  121.l(o)(14);  stabilizer  and  thickener,  $  121.l(o)(28). 

46.5  Flavoring  agent  and  adjuvant.  §  121.1(o)(12);  formulation 

aid,  $  121.1m) (14). 

8.3  Formulation  aid,  §  r21.1(o)(U);  surface-finishing  agent, 
5  121.l(o)(30). 

.4.0  Emulsifier  and  emulsifier  salt.  §  l21.1(oH)i);  formulation 
aid,  i  121.1(0)  (14). 

85.0  Emulsifier  and  emulsifier  salt,  §  121.1(o)(8);  firming  l^ent, 
S  121.1(o)(10):  flavoring  agent  and  adjuvant,  §  121.1(o) 
(12);  formulation  aid,  $  l2l.l(o)(14);  umectant,  1 121. l(o) 
(16);  stabilizer  and  thickener,  $  121.1(o)(28);  surface- 
finishing  agent,  S  121.1(u)(30). 

1.0  Emulsifier  and  emulsifier  salt,  {  121.1(o)(8);  flavoring  agent 
and  adjuvant,  )  T21.1(o)(12);  formulation  aid,  {  121.1(o) 
(14);  processing  aid,  i  121.1(o)(24);  stabilizer  and  thick¬ 
ener,  1 121.1(o)(28);  surface-finishing  agent,  §  121.1(o)(30); 
texturizer,  §  121.1(o)(K). 


(iv)  The  requirement  of  §  121.104(f) 
(2)  is  optional. 

(v)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in  this 
section  do  not  exist  or  have  been  waived. 

«  *  «  •  • 

3.  In  §  121.105  by  adding  new  para¬ 
graph  (f)  (4)  to  read  as  follows: 

§  121.105  Substances  in  food-contact 
aurfaces  affirmed  as  generally  recog¬ 
nized  as  safe  (CR.4S). 

•  *  *  '  •  * 

(f)  *  •  * 

(4)  Acacia  (gum  arabic).  (i)  Acacia 
(gum  arabic)  is  the  drie<i  gummy  exu¬ 
date  from  stems  and  branches  of  trees 
of  various  species  of  the  genus  Acacia, 
family  Leguminosae. 

(ii)  The  ingredient  meets  specifica¬ 
tions  of  the  Food  Chemicals  Codex,  2d 
Ed.  (1972).^ 

( iii)  The  ingredient  is  used  or  intended 
for  use  as  a  constituent  of  food-pack¬ 
aging  materials. 

(iv)  The  ingredient  is  used  at  levels 

not  to  exceed  good  manufacturing  prac¬ 
tice.  » 

(v)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in  this 
section  do  not  exist  or  have  been  waived. 

Effective  date:  The  regulation  shall  be 
effective  January  6, 1977. 

(Secs.  201  (s),  409,  701(a),  52  Stat.  1055,  72 
Stat.  1784-1788  as  amended  (21  U.S.C.  321  (s ) , 
348,  371(a)).) 

Dated:  December  1, 1976. 

Note. — Incorporation  by  reference  provi¬ 
sions  approved  by  the  Director  of  the  Office 
of  the  Federal  Register  on  July  10,  J973,  and 
on  file  in  the  Federal  Register  Library. 

Joseph  P.  Hile, 
Associate  Commissioner 

for  Compliance. 

(FR  Doc.76-35836  Filed  12-6-76; 8:45  am] 


(Docket  No.  76N-0139I 

PART  121 — FOOD  ADDITIVES 

Subpart  B — Exemption  of  (^rtain  Food 
Additives  From  the  Requirement  of 
Tolerances 

Karaya  Gum  (Sterculia  Gum)  ;  Affirma¬ 
tion  OF  Gras  Status  With  Specific 
Limitations  as  a  Direct  Human  Food 
Ingredient 

The  Pood  and  Drug  Administration 
(PDA)  is  affirming  that  karaya  gum 
(sterculia  gum)  is  generally  recognized  as 
safe  as  a  direct  human  food  ingredient, 
with  specific  limitations.  This  regulation 
shall  be  effective  January  6,  1977. 

In  the  Federal  Register  of  September 
23,  1974  (39  FR  34209),  a  proposal  was 
published  to  affirm  that  karaya  gum  is 
generally  recognized  as  safe  (GRAS)  for 
use  as  a  direct  human  food  ingredient. 
The  proposal  was  made  on  the  initiative 
of  the  Commissioner  of  Pood  and  Drugs, 
pursuant  to  the  announced  PDA  review 
of  the  safety  of  GRAS  and  prior-sanc¬ 
tioned  food  ingredients. 

In  accordance  with  §  121.40  (21  CFR 
121.40),  relating  to  the  affirmation  of 
GRAS  food  ingredients,  a  cimy  of  the 
Scientific  Literature  Review  on  karaya 
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genic  experiments  on  this  ingredient,  and 
the  report  of  the  Select  Committee  on 
GRAS  Substances  for  karaya  gum  are 
available  for  public  review  in  the  office  of 
the  Hearing  Clerk,  Pood  and  Drug  Ad¬ 
ministration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857. 

In  addition  to  proposing  to  affirm  the 
GRAS  status  of  karaya  gum,  the  Commis¬ 
sioner  gave  public  notice  that  he  was  un¬ 
aware  of  any  prior-sanctioned  food  in¬ 
gredient  use  for  this  ingredient  other 
than  for  the  proposed  conditions  of  use. 
Persons  asserting  additional  or  extended 
uses  in  accordance  with  approvals 
granted  by  the  U.S.  Department  of  Agri¬ 
culture  or  Food  and  Drug  Administiation 
prior  to  September  6,  1958,  were  given 
notice  to  sutsnit  proof  of  such  sanction 
so  that  the  safety  of  the  prior-sanc¬ 
tioned  use  could  be  determined  at  this 
time.  That  notice  was  also  an  oppor¬ 
tunity  to  have  prior-sanctioned  uses  of 
karaya  gum  approved  by  the  issuance  of 
an  appropriate  regulation  under  Subpart 
E — Prior- Sanctioned  Pood  Ingredients, 
provided  the  prior-sanctioned  use  could 
be  affirmed  as  safe  on  the  basis  of  infor¬ 
mation  and  data  npw  available  to  the 
Commissioner,  Notice  was  also  given  that 
failure  to  submit  proof  of  an  applicable 
prior  sanction  in  response  to  the  pro¬ 
posal  would  constitute  a  waiver  of^  the 
right  to  assert  such  sanction  at  any  fu¬ 
ture  time. 

No  reports  of  prior -sanctioned  use  for 
karaya  gum  were  submitted  in  response 
to  the  proposal.  Therefore,  in  accordance 
with  that  proposal,  any  right  to  assert  a 
prior  sanction  for  a  use  of  this  ingredient 
imder  conditions  different  from  those  set 
out  in  this  regulation  has  been  waived. 

Four  comments  were  received  in  re¬ 
sponse  to  the  Conunissioner’s  proposal 
and  supporting  data  and  information  on 
karaya  gum.  A  siunmary  of  the  comments 
and  the  Commissioner’s  conclusions 
thereon  follows: 

1.  One  firm  objected  to  the  labeling  re¬ 
quirements  of  §  121.104(f)  (2)  (21  CPR 
121.104(f)(2)),  which  requires  a  state¬ 
ment  of  the  concentration  of  karaya  gum 
affirmed  as  GRAS  contained  in  inter¬ 
mediate  mixes.  The  comment  noted  that 
the  functionality  variation  of  the  gum  as 
obtained  from  its  various  natural 
sources  would  make  it  very  difficult  to 
label  the  percentage  of  karaya  gum  with 
any  consistent  accuracy.  The  comment 
also  objected  to  this  requirement  from  a 
fonnula  disclosure  standpoint,  arguing 
that  percentage  cc»nposition  disclosure 
would  create  a  hardship  on  manufac¬ 
turers  of  stabilizers  containing  karaya 
gum.  The  comment  favored  supplying 
alternative  information  to  users  of  the 
ingredient  to  assure  that  the  final  food 
products  were  in  compliance  with  the 
maximum  limitations  prescribed  by  this 
regulation. 

The  Commissioner  recognizes  the 
validity  of  this  cwnment  for  many 
naturally  derived  GRAS  ingredients  and 
the  final  regulation  exempts  karaya  gum 
(sterculla  gum)  from  §  121.104(f)  (2) 
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and  makes  the  requironent  optional.  A 
proposal  to  ddtete  this  exemption  and  to 
permit  more  flexibility  in  the  labeling  of 
intermediate  mixes,  is,  however,  found 
elsewhere  in  this  issue  of  the  Federal 
Register. 

2.  Chie  comment  objected  to  the  name 
“sterculla  gum”  having  precedence  over 
“karaya  gum.”  The  comment  argued  that 
the  latter  is  the  more  commonly  used 
name  of  this  gtun. 

The  Ccxnmissioner  ^knowledges  the 
validity  of  this  information  and  gives 
precedence  to  the  name  “karaya  gum” 
following  the  example  of  the  Food 
Chemicals  Codex. 

3.  One  comment  requested  that  karaya 
giun  be  allowed  as  a  formulation  aid  in 
all  food  categories.  The  comment  con¬ 
tended  that  karaya  gum  is  used  as  an  en¬ 
capsulating  agent  in  connection  with 
flavor  uses  in  various  foods  and  that  this 
change  would  not  require  any  change  in 
the  maximum  usage  levels  permitted  for 
karaya  gum. 

The  Commissioner  has  considered  this 
request  and  upon  further  investigation 
has  foimd  that  karaya  gum  is  not  cur¬ 
rently  used  as  an  encapsulating  agent 
except  in  two  food  categories  where  it 
has  been  indicated  for  use  as  a  formula¬ 
tion  aid.  Therefore,  the  Commissioner 
denies  this  request  in  general,  but  the 
regulation  has  been  revised  to  recognize 
the  use  of  this  gum  as  a  formulation  aid 
in  these  two  food  categories. 

4.  One  comment  requested  that  the 
Commissioner  affirm  karaya  gum  as 
GRAS  under  §  121.105  (21  CFR  121.105) 
for  indirect  human  food  use,  as  well  as 
under  §  121.104.  It  was  the  comment’s 
interpretation  of  the  regulations  that  im- 
less  the  use  of  karaya  gum  was  specifi¬ 
cally  approved  in  §  121.105,  its  use  in  food 
packaging  materials  would  be  eliminated 
from  approved  use  in  Subpart  F  of  Part 
121. 

The  CiHnmissioner  concludes  that  it  is 
not  necessary  to  affirm  karaya  gxim  as 
GRAS  under  §  121.105  for  indirect  food 
uses.  This  gum  will  be  listed  as  a  gener¬ 
ally  recognized  as  safe  direct  food  ingre¬ 
dient  in  §  121.104,  and  thus  wdll  still  be 
eligible  for  use  in  food  packaging  mate¬ 
rials  as  set  forth  in  SulH>art  F  and  other 
regulations.  Section  121.104  has  been 


amended  elsewhere  in  this  issue  of  the 
Federal  Register  to  clarify  this  matter. 

5.  One  ccmunent  suggested  that  a  clari¬ 
fication  be  made  regarding  the  basis 
upon  which  the  usage  levels  of  karaya 
gum  have  been  established.  It  was  stated 
that  the  reported  usage  levels  in  the 
National  Academy  of  Sciences/Nationa* 
Research  Coimcll  (NAS/NRC)  survey 
were  on  an  “as  served”  basis,  and  the 
comment  therefore  requested  that  lim¬ 
itations  set  forth  in  the  regulations  gov¬ 
erning  GRAS  substances  be  designated 
on  this  same  basis. 

The  Commissioner  agrees  with  the 
comment  that  usage  levels  reported  in 
tile  NAS/NRC  survey  were  on  an  “as 
served”  basis.  The  regulation  has  been 
clarified  accordingly. 

Additional  information  from  the  NAS/ 
NRC  regarding  the  maximum  levels  of 
use  of  karaya  gum  has  become  available 
to  the  Commissioner  since  publication  of 
the  September  23, 1974  proposal  to  affirm 
karaya  gum  as  GRAS.  This  new  infor¬ 
mation  indicates  that  the  maximum  re¬ 
ported  usage  of  karaya  gum  is  0.002  per¬ 
cent  in  meat  products.  The  proposed 
level  of  0.1  percent  for  meat  products  has 
therefore  b^n  changed  to  0.002  percent, 
and  is  included  in  the  “all  other  food 
categories”  classification,  under  which 
the  0.002  percent  use  level  is  already  rec¬ 
ognized.  Also,  the  function  of  “emulsifier 
and  «nulsifier  salt”  in  soft  candy  has 
been  added  to  this  final  regulation  as  a 
result  of  this  new  information. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s), 
409,  701(a),  52  Stat.  1055,  72  Stat.  1784- 
1788  as  amended  (21  U.S.C.  321  (s),  348. 
371(a)))  and  under  authority  delegated 
to  him  (21  CFR  5.1)  (recodification  pub¬ 
lished  in  the  Federal  Register  of  June 
15,  1976  (41  FR  24262)),  the  Commis¬ 
sioner  amends  Part  121  as  follows: 

1.  In  §  121.101(d)(7)  by  deleting  the 
entry  for  “Sterculla  gum  (karaya  gum)  ” 
and  by  alphab^ically  inserting  the  entry 
“Karaya  gum  (sterculla  gum)”  to  read 
as  follows: 

§  121.101  Sub^tanres  that  ar«‘  }>;enerall.v 
rrrognized  as  safe. 

•  •  •  *  • 

(d)  *  *  • 


Product 

Toloraucc 

Limitations,  restrictions  or 
explanations 

r?)  8TABIUZElt.S 
Karaya  vulu  <stcroulia emu). 

• 

• 

Afliniicd  iis  ORAS,  5  121.104‘e)'-’<)'. 

2.  In  §  121.104  by  adding  a  new  para¬ 
graph  (g)»20)  to  read  as  follows: 

§  121.104  Substan  ees  added  directly  to 
human  food  affirmed  as  generally 
recognized  as  safe  (GR.4.S). 


gummy  exudate  from  the  trunk  of  trees 
of  various  species  of  the  genus  Sterculia. 

(ii)  The  ingredient  meets  the  speci¬ 
fications  of  the  Pood  Chemicals  Codex, 
2d  Ed.  (1972)." 

(lii)  The  ingredient  is  used  in  food 
under  the  following  conditions: 


(g)  *  *  * 

<20)  Karaya  gum  (sterculia  gum).  (1) 
Karaya  gum  <^sterculia  gum)  is  the  dried 


1  Copies  may  be  obtained  from:  the  Na¬ 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave.  NW.,  Washington,  DC  20037. 
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Uojrimum  uxayc 


F«od  (ss  .served) 

rei'cent 

Frozen  dniry  desserts  and  iuixi«,  {  i21.i(fi> 

U3 

(20). 

Milk  products,  1 121.1  (n) (31). 

.02 

.'(oTt  candy,  S  121. l(n)(5l«) 

.<) 

All  olluT  foo<l  ealrfiories 

*002 

(iv>  The  requirement  of  5  121-104(f> 
(2)  is  optional. 

(v)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in 
this  section  do  not  exist  or  have  been 
waived. 

♦  *  ♦  *  * 

Effective  date:  This  regulation  us  ef¬ 
fective  on  January  6,  1977. 

(Secs.  201(8).  409,  701(a).  52  Stat.  1055,  72 
Stat.  1784-1788  as  amended  (21  0.S.C.  321 
(s).  348,  371(a)).) 

Dated:  December  1, 1976. 

Non. — ^Incorporation  bjr  relerence  pro¬ 
visions  approved  by  tbe  Director  of  the  Office 
of  the  Federal  Register  on  July  10,  1973, 
and  on  file  In  the  Federal  Register  Library. 

Joseph  P.  Hilz. 

Associate  Commissioner 

for  Compliance. 

I  PR  Doc.76-35843  Filed  12-6-78:8-46  am| 
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PART  121 — FOOD  ADDITIVES 

Subpart  B — Exemption  of  Certain  Food 
Additives  From  tbe  Requirement  of 
Tolerances 

Guar  Gum;  Affirmation  of  GRAS 
Status  as  a  Direct  Human  Food  In¬ 
gredient  WITH  Specific  LiBaTATiONs, 
AND  AS  AN  Indirect  Human  Food  In¬ 
gredient 

The  Food  and  Drug  Administration 
(FDA)  is  affirming  that  guar  gum  is  gen¬ 
erally  recognized  as  safe  as  a  direct  hu¬ 
man  food  ingredient  with  specific  limita¬ 
tions,  and  as  an  indirect  human  food 
ingredient.  This  regulation  shall  be  ef¬ 
fective  January  6,  1977. 

In  the  Federal  Register  of  September 
23,  1974  (39  FR  34201),  a  pn^Kisal  was 
published  to  affirm  that  guar  gum  is 
generally  recognized  as  safe  (GRAS)  for 
use  as  a  direct  and  indirect  human  food 
ingredient.  The  prc^sal  was  made  on 
the  initiative  of  the  Commissioner  of 
Food  and  Drugs,  pursuant  to  the  an¬ 
nounced  FDA  review  of  the  safety  of 
GRAS  and  prior-sanctioned  food  in¬ 
gredients. 

In  accordance  with  S  121.40  (21  CFR 
121.40),  relating  to  the  affirmation  of 
GRAS  food  ingredients,  copies  of  the 
Scientific  Literature  Review  on  guar 
gum,  data  on  the  teratology  and  muta¬ 
genic  tests  on  this  ingredient,  and  the 
report  of  the  Select  Committee  on 
GRAS  Substances  for  guu  gum  are 
available  for  public  review  in  the  office 
of  the  Hearing  Cleric,  Food  and  l^mg 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857. 
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levels  permitted 

FuncUsa 


Fonuulatiun  aid,  i  121.1(o)(14);  stsbilisdr  and  tliiukaner, 

I  I21.1(o)(28). 

Stsbiliier  and  thickener,  §  12I.lfo)(28). 

KinuisUUT  and  omulsffiw  salt,  { 121.1>.o)(H):  stabilizer 
and  thlckoner.)  121.1(o)(28). 

Fnmiulation  aid,|  121.1(o)(14);  staldlir.er  and  thk-kener, 

1 121. 1(0)  (28). 

_In  addition  to  proposing  to  affirm  the 
GRAS  status  of  guar  giun,  the  Commis¬ 
sioner  gave  public  notice  that  he  was 
unaware  of  any  prior-sanctioned  food  in¬ 
gredient  use  for  this  ingredient  other 
than  for  die  proposed  conditions  of  use. 
Persons  asserting  such  additional  or  ex¬ 
tended  uses,  in  accordance  with  ap¬ 
provals  granted  by  the  U.S.  Department 
of  Agriculture  or  the  Food  and  Drug 
Administration  prior  to  September  6, 
1958,  were  given  notice  to  submit  proof 
of  such  sanction  so  that  the  safety  of 
the  prior-sanctioned  use  could  be  de¬ 
termined  at  this  time.  That  notice  was 
also  an  opportunity  to  have  prior-sanc¬ 
tioned  uses  of  guar  gum  approved  by 
issuance  of  an  appropriate  regulation 
under  Subpart  E — ^Prior-Sanctioned 
Food  Ingredients,  provided  the  prior- 
sanctioned  use  could  be  affirmed  as  safe 
on  the  basis  of  information  and  data 
now  available  to  the  Commissioner.  No¬ 
tice  was  also  given  that  failure  to  sub¬ 
mit  proof  of  an  applicable  prior  sanction 
in  response  to  this  proposal  would  con¬ 
stitute  a  waiver  of  the  right  to  assert 
such  sanction  at  any  future  time. 

No  reports  of  prior-sanctioned  use  for 
guar  gum  were  submitted  in  response  to 
the  proposal.  Therefore,  in  accordance 
with  that  proposal,  any  right  to  assert  a 
prior  sancticxi  for  a  use  of  this  ingredient 
under  conditions  different  from  those  set 
forth  in  this  final  regulation  have  been 
waived. 

Seven  respondents  submitted  com¬ 
ments  on  the  proposal.  A  summary  of  the 
c(»nments  and  the  Commissioner’s  con- 
clusicRis  thereon  follows: 

1.  One  comment  requested  that  the 
regulation  permit  the  use  of  1.4  percent 
guar  gum  in  dehydrated  potato^.  The 
comment  suggest^  that  the  increased 
limit  be  provided  solely  for  dehydrated 
potatoes,  or  alternatively,  that  the  maxi¬ 
mum  use  level  for  processed  vegetables 
should  be  increased  from  1.1  percent  to 
1.4  percent.  A  2.0  percent  maximum  use 
level  in  dehydrated  potatoes  was  reported 
by  the  firm  to  the  National  Academy  of 
Sciences/ National  Research  Council 
(NAS/NRC)  during  the  survey  on  use 
of  guar  gum.  It  was  emphasized  by  the 
comment  that  the  requested  use  of  1.4 
percent  guar  gum  was  the  minimum  es¬ 
sential  concentration  required  for  this 
product. 

The  data  in  the  NAS/NRC  survey  on 
processed  vegetables  have  been  reviewed 
by  FDA  and  the  agency  has  verified  that 
this  respondent  reported  a  maximum 
use  of  2  percent  guar  gum  in  dehydrated 
potatoes.  The  Commissioner  therefore 
concludes  that  the  requests  use  level  for 
guar  gum  in  d^ydrated  potatoes  can 
safely  be  included.  Accordingly,  the  us- 
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age  limit  for  the  processed  vegetables 
food  category  has  been  increased  from 
1.1  percent  to  2.0  percent. 

2.  Two  comments  objected  to  the  label¬ 
ing  requirement  of  $  121.104(f)  (2)  (21 
CFR  121.104(f)(2)),  which  requires  a 
statement  of  the  concentration  of  gruar 
GPim  affirmed  as  GRAS  in  any  intermedi¬ 
ate  mixes.  'The  cmnments  expressed  con¬ 
cern  from  a  formula  disclosure  stand¬ 
point  and  argued  that  the  natural  vari¬ 
ation  of  guar  gum  would  make  it  difficult 
to  label  the  percentage  of  guar  gum  in 
any  intermediate  mixes  with  consistent 
accuracy.  The  comments  favored  supply¬ 
ing  alternative  information  to  users  of 
the  ingredient,  to  assure  that  the  final 
food  products  would  be  in  compliance 
with  the  maximum  limitations  pre¬ 
scribed  by  the  regulations. 

The  Commissioner  recognizes  the  val¬ 
idity  of  this  comment  for  many  naturally 
derived  GRAS  ingredients  and  the  final 
regulation  exempts  guar  gum  from 
5  121.104(f)(2)  and  makes  the  require¬ 
ment  optional.  A  proposal  to  delete  this 
exemption  and  to  permit  more  flexibility 
in  the  labeling  of  Intermediate  mixes  is. 
however,  published  elsewhere  in  this  is¬ 
sue  of  the  Federal  Register. 

3.  One  comment  indicated  that  the 
Jomt  Food  and  Agrriculture  Organiza¬ 
tion/World  Heidth  Organization  (FAO/ 
WHO)  Expert  Committee  on  Pood  Ad¬ 
ditives  had  listed  guar  gum  use  as  “not 
limited”  based  upon  2-year  feeding  stud¬ 
ies  for  guar  gum  in  rats  and  monkeys 
(FAO /WHO  Technical  Report  Services, 
1974  No.  539,  p.  36).  The  comment  as¬ 
sumed  that  the  Select  Committee  on 
Gras  Substances  was  not  aware  of  these 
studies  and  also  maintained  that  the 
studies  serve  a  justification  for  future 
consideration  of  hi^er  levels  of  use  for 
guar  gum  in  foods. 

The  Food  and  Drug  Administration 
has  been  informed  that  the  Select  Cmn- 
mittee  was  aware  of  Uie  cited  studies 
on  guar  gum.  The  conunittee  did  not 
consider  the  studies  as  long-term  feed¬ 
ing  studies,  however,  because  only  one 
rat  and  one  monkey  were  kept  on  the 
feeding  regime  for  as  Icmg  as  2  years. 
Consequently,  the  Commissioner  finds 
that  any  future  extension  or  higher  use 
levels  of  guar  gum  requires  a  food  addi¬ 
tive  regulation. 

4.  Two  comments  suggested  that  maxi¬ 
mum  use  levels  of  guar  gum  should  be 
indicated  for  use  in  various  food  cate¬ 
gories  on  an  “as  served”  basis,  since  foods 
are  frequently  sold  as  mixes  requiring 
dilution  and  further  preparatiem  before 
serving.  They  suggested  the  column 
heading  of  the  table  indicating  limita¬ 
tions  for  use  should  be  changed  to  read 
“Pood  (as  served)”  instead,  of  “Pood 
categories.” 

The  C(»nmissioner  has  indicated,  in 
the  case  of  locust  (carob)  bean  gum  in 
§  121.104(g)  (5)  (21  CFR  121.104(g)  (5)  ) , 
that  maximum  usage  levels  are  intended 
for  application  to  food  products  as  pre¬ 
pared  for  consumption.  The  Commis¬ 
sioner  finds  that  this  designation  is  also 
applicable  to  guar  gum.  Food  luroduct 
mixes,  contributing  only  a  portkm  of  the 
total  weight  to  the  prepared  food  prod- 


FEOESAl  REGISTER,  VOL.  41,  NO.  236 — TUESDAY,  DECEMBER  7,  1976 


53612 


RULES  AND  REGULATIONS 


uct,  may  contain  proportionally  greater 
percentages  of  guar  gum  than  similar 
fully  prepared  foods.  Accordingly,  the 
requested  clarification  has  been  made  in 
the  final  regulation. 

5.  One  comment  suggested  that  a 
majority  of  food  manufacturers  tradi¬ 
tionally  use  “technical  grade”  guar  giun 
as  an  indirect  food  ingredient.  The  com¬ 
ment  requested  that  §  121.105(f)(2)  (21 
CFR  121.105(f)(2))  permit  such  use  of 
the  gum  and  submitted  specifications  for 
this  use.  It  was  emphasized  that  the 
“technical  grade”  gum  contains  only  a 
higher  percentage  of  hull  and  embryo 
than  does  food  grade  guar  gum. 

After  comparing  the  specifications  for 
food  grade  and  “technical  grade”  guar 
gum,  the  Commissioner  agrees  with  this 
comment.  The  Commissioner  further 
concludes  that  the  specifications  sub¬ 
mitted  will  assure  the  continued  safe 
use  of  this  gum  as  an  indirect  hmnan 
food  ingredient.  Section  121.105(f)  (2) 
has  therefore  been  revised  in  this  final 
regulation  to  permit  the  use  of  “tech¬ 
nical  grade”  guar  gum,  within  the  de¬ 
scription  and  specifications  adopted  for 
this  ingredient. 

6.  Two  comments  requested  that  in¬ 
creased  levels  of  guar  gum  be  permitted 
for  various  food  categories.  The  first 
comment  requested  that  1.2  percent  guar 
gum  be  permitted  for  use  in  gravies  and 
meat  sauces,  that  2.0  percent  guar  gum 
be  permitted  for  salad  dressings,  and 
that  1.0  percent  guar  gmn  be  permitted 
for  all  other  foods  in  which  guar  gum 
has  a  safe  history -of  use  in  the  Amer¬ 
ican  diet.  The  second  comment  requested 
that  guar  gum  be  permitted  for  use  at 
1.0  percent  in  nonstandardized  jams, 
jellies,  and  preserves.  Both  comments 
stated  that  these  levels  of  guar  gum  are 
currently  being  used  in  some  meat  and 
gravy  sauces,  in  salad  dressings,  and 
nonstandardized  jams  and  jellies. 

The  Commissioner  has  considered  all 
the  requests  for  recognition  of  increased 
uses  of  guar  giun  and  has  obtained  new 
maximiun  use  information  from  the 
NAS/NRC.  The  new  Information  vali¬ 
dates  the  use  of  guar  gum  specifically  in¬ 
dicated  by  the  comments,  and  at  higher 
levels  of  use  in  milk  products  (0.6  per¬ 
cent)  and  dairy  product  analogs  (1.0  per¬ 
cent)  .  These  new  levels  have  been  added 
to  this  final  regxilation.  Higher  levels  of 
use  of  gum  for  other  food  categories  are 
denied,  however,  because  the  comments 
failed  to  supply  sufiBcient  information  to 
support  or  otherwise  substantiate  these 
uses  as  current  practice. 

7.  One  cranment  requested  that  guar 
gum  be  permitted  for  use  as  a  formula¬ 
tion  aid  in  all  food  categories.  The  com¬ 
ment  contended  that  the  guar  gum  is 
used  as  an  encapsulating  agent  in  con¬ 
nection  with  flavor  uses  in  many  foods 
and  that  this  change  would  not  require 
any  change  in  the  maximum  usage  levels 
permitted  for  guar  gum. 

The  Commissioner  acknowledges  that 
this  technical  effect  for  use  of  guar  gum 
was  reported  in  the  1972  NAS/NRC  sur¬ 
vey  of  GRAS  substances,  but  apparently 
overlooked  in  the  proposal.  The  func- 


tirnu  of  “firming  agent”  and  “emulsifiers 
and  emulsifier  salts”  were  also  overlooked 
for  smne  food  categories.  These  technical 
effects  have  therefore  been  added  to  the 
appropriate  food  categories  for  use  of 
guar  gmn  without  increasing  any  limits 
of  use. 

Therefore,  tmder  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  (secs.  201  (s) ,  409, 
701(a),  52  Stat.  1055,  72  Stat.  1784-1788 
as  amended  (21  U.S.C.  321  (s),  348,  371 
(a) ) )  and  under  authority  delegated  to 


the  Commissioner  (21  CFR  5.1)  (recodi¬ 
fication  published  in  the  Federai.  Reg¬ 
ister  of  June  15,  1976  (41  PR  24262) ) . 
Part  121  is  amended  as  follows: 

1.  In  §  121.101  (d)  (7) ,  (h) ,  and  (i) ,  by 
revising  the  entries  for  “Guar  gum”  to 
read  as  follows: 

§  121.101  SulMtanceH  that  arc  fcciicrally 
recognized  as  safe. 

*  •  •  •  • 

(d)  *  *  * 


Product 


(7)  8TADIUZEB8 

•  • 

OuuTRuin . 


Tolerance 


Limitations,  restrictions,  or 
explanations 


Allinned  as  GRAS,  H  I2).104(k)(27) 
and  121.105(f)(2). 


•  *  ♦  •  • 

(h)  •  »  • 

*  •  •  •  • 

Guar  gum  (affirmed  ae  GRAS,  S  121.106(f) 
(2)). 

•  •  •  •  • 

(i)  *  *  • 

•  •  •  •  • 

Guar  gum  (affirmed  ae  GRAS,  §  121.105(f) 
(2)). 

•  •  •  •  • 

2.  In  §  121.104  by  adding  new  para¬ 
graph  (g)  (27)  to  read  as  follows: 

§  121.104  Substances  added  directly  to 
iiHinan  food  affirmed  as  generally 
re<‘ognized  as  safe  (GRAS). 

Maximum  unagc 


Food  (as  served)  I’ercent 


•  *  *  •  • 

(g)  *  *  * 

(27)  Guar  gum.  (i)  Guar  gum  is  the 
natural  substance  obtained  frtHn  the 
maceration  of  the  seed  of  the  guar  plant, 
Cyamopsis  tetragonoloba  (Linne)  Taub., 
or  Cyamopsis  psoraloides  (Lam.)  D.C. 

(ii)  The  ingredient  meets  specifications 
of  the  Food  Chemicals  Codex,  2d  Ed. 
(1972).* 

(iii)  The  ingredient  is  used  in  food 
imder  the  following  conditions: 


’  Copies  may  be  obtained  from :  National 
Academy  of  Sciences,  2101  Con.stltution  Ave. 
NW.,  Washington,  tic  20037. 

h  vels  permitted 


Function 


Baked  goo<Js  and  baking  mixes,  §  12l.l(n)(l).  0. 3.5 

Breaktist  cereals,  §  121.1(n)(t) .  1,2 

Cheese,  5  121.1(n)(6) . , . . .  ,8 

Dairy  product  analogs,  5  121.1(n)(10) .  1. 0 

Fats  and  oils,  $  121.1(n)(12). .  2.0 

Gravies  and  sauces,  i  121.1(n)(24) .  1. 2 

Jams  and  jellies,  commercial,  {  121.1  (n)  (28) ..  1. 0 

Milk  products,  §  121.1(n)(31) .  .  6 

Processed  vegetables  and  vegetable  Juices,  2  0 
{  121.1(n)(36). 

Soups  and  soup  mixes,  $  121 .1  (n)  (40) .  .8 

Sweet  sauces,  toppings  and  syrups,  1 121.1  1.0 

(n)(43). 

All  Ollier  food  categories .  .5 


Emulsifier  and  emulsifier  salts,  J  121.1  (o)  (8):  fonuulation 
aid,  i  121.1(o)(14);  stabilizer  and  thickener,  {  i21.1(o)(28). 

Formulation  aid,  { 121.1(o)(14);  stabilizer  and  thickener, 
§  121.1(0)  (28). 

Do. 

Finning  agent,  5  121.1(o)(10);  formulation  aid,  §121.1(o) 
(14);  stabilizer  and  thickener,  {  121.1  (o)  (28). 

Do. 

Formulation  aid,  §  121.1(o)(14);  stabilizer  and  tbiekeiier, 
§  121. 1(0) (28). 

Do. 

Do. 

Formulation  aid,  §  121.1(o)(14);  stabiliz.r  and  tbiikeiier, 
|121.1(o)(28). 

Do. 

Do. 

Emulsifier  and  emulsifier  salts,  §  121.1(o)(8);  finning  agent, 
$  121.1(o)(10);  formulation  aid,  §  121.1(o)(14);  stobilizt'r 
and  thickener,  {  121.1  (o)  (28). 


(iv)  The  requirement  of  §  121.104(f) 
(2)  is  optional. 

(v)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in 
this  section  do  not  exist  or  have  been 
waived. 

3.  In  §  121.105  by  adding  new  para¬ 
graph  (f)  (2)  to  read  as  follows: 

§  I2l.l0.'x  SubHtanccs  in  fiMxd-r'ontaiT 
surfaces  affirmed  as  generally  ree- 
(igni/.t^d  as  safe  (GR.AS). 

♦  *  «  *  « 

(f)  .  .  * 

(2)  Guar  gum  technical  grade),  (i) 
Guar  gum,  technical  grade,  is  the  natural 
substance  obtained  from  maceration  of 
the  seed  of  the  guar  plant,  Cyamopsis 


tetragonoloba  (Linne)  Taub.  or  Cyamop¬ 
sis  psoraloides  (Lam.)  D.C.  containing 
greater  quantities  of  seed  hull  and  em¬ 
bryo  than  guar  gum  meeting  the  specifi¬ 
cations  of  the  Pood  Chemicals  Codex,  2d 
Ed.  (1972).* 

(ii)  The  technical  grade  gum  meets 
the  following  specifications: 

Galactomannaus,  not  toes  than  35  percent. 
Acid  insoluble  matter,  not  more  than  27 
percent. 

Loss  on  drying,  not  more  than  16  percent. 
Protein,  not  more  than  27  percent. 

Ash,  not  more  than  4.6  percent. 

Arsenic  (As),  not  more  than  3  parts  per 
million. 

Heavy  metals  (as  Pb) ,  not  more  than  20  parts 
per  million. 
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Lead  (Pb) .  not  laora  ttuuk  10  part*  per  inll> 

lion. 

(ill)  The  ingredient  Is  used  or  InteDded 
for  use  as  a  consUtueiit  of  food-contact 
surfaces. 

(Iv)  The  ingredient  migrates  to  the 
packaged  or  wra{>ped  food  at  levels  not 
to  exceed  good  manufacturing  practice. 

(v)  Prior  sanctions  for  this  Ingredient 
different  from  the  uses  established  In 
this  section  do  not  exist  or  have  been 
waived. 

Effective  date:  This  regulation  is  effec¬ 
tive  on  January  6, 1977. 

(Secs.  201(B).  409,  701(*>,  69  Stat.  1066.  72 
Stat.  1784-1788  as  amended  (91  U.S.C.  321(8) . 
348.  371(a)).) 

Dated:  Decemb«*  1. 1976. 

Non. — ^Incorporation  by  reference  provi¬ 
sions  Improved  by  the  Director,  Office  of  the 
Fedwal  Beglster,  July  10.  1073  and  on  file  In 
the  Federal  Register  Library. 

Joseph  P.  Hzle, 
Associate  Commissioner 

for  Compliance. 

(PR  Doc.78-35837  FUed  12-e-76;8;45  ami 


given  notice  to  sulunit  proof  of  such 
sanction  so  that  the  safety  of  the  inior- 
sanctioned  use  could  be  determined  at 
this  time.  This  notice  was  also  an  oppor¬ 
tunity  to  have  prior-sanctioned  uses  of 
propyl  gallate  approved  by  issuance  of 
an  appropriate  regulation  under  Subpart 
E — ^Prior-Sanctioned  Pood  Ingredients, 
provided  the  prior-sanctioned  use  could 
be  affirmed  as  safe  on  the  basis  of  Infor¬ 
mation  and  data  now  available  to  the 
Commissioner.  Notice  was  also  given  that 
failure  to  submit  proof  of  an  applicable 
prior  sanction  in  response  to  the  proposal 
would  constitute  a  waiver  of  the  right 
to  assert  such  sanction  at  any  future 
time. 

No  reports  of  prior-sanctioned  use  for 
propyl  gallate  were  submitted  In  response 
to  the  proposal.  Therefore,  in  accordance 
with  that  proposal,  any  right  to  assert 
a  prior  sanction  for  a  use  of  this  ingre¬ 
dient  und^  conditions  different  fnmi 
those  set  forth  in  this  regulation,  or  dif¬ 
ferent  from  that  set  forth  in  Subpart  E, 
has  been  waived. 


No  comments  wererec^ved  in  response 
to  the  Commissiooer’s  proposal  and  sup¬ 
porting  data  and  InfcMinatlon  on  prt^yl 
gallate.  The  Commissioner  therefore  con¬ 
cludes  that  no  change  in  the  proposal 
to  affirm  the  ORAS  status  of  propyl  gal¬ 
late  is  warranted.  Accordingly,  it  is  b^ng 
promulgated  without  change. 

Therefore,  unda:  the  EedeiTd  Food. 
Drug,  and  Cosmetic  Act  (secs.  201  (s). 
409,  701(a).  52  Stat.  1055,  72  Stat.  1784- 
1788  as  amffiided  (21  UJ3.C.  321(8).  348. 
371(a) ) )  and  under  authority  delegated 
to  the  Commissioner  (21  CFR  5.1)  (re- 
codiflcation  published  in  the  Federal 
Register  of  June  15, 1976  (41  FR  24262) ) , 
Part  121  is  amended  as  follows: 

1.  In  §  121.101(d)(2)  by  revising  the 
entry  for  “Propyl  gallate”  to  read  as  fol¬ 
lows: 

§  121.101  SubstanccH  that  are  generally 
recognized  as  safe. 

•  «  A  •  • 

(d)  •  *  • 


I*roduct 


Tolcrnnos 


Liinitatioiia,  reatrirtiont,  or 
exi^nations 


(2)  cnzuicAi. 

PIIKSKRVATIVES 


TroiO  1 


Totul  coiiloiit  ot  antioxidiints  not  Affirmed  as  (iKA.s.  {  I2I.I(M(r)(‘.S«.) 
'  over  0.02  pt  of  fat  or  oil  contont, 
including;  ossenUal  (volatile)  oil 
eontent  of  the  food. 
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PART  121— FOOD  AOOmVES 

Subpart  B — Exemption  of  Certain  Food 
Additives  From  the  Requirement  of 
Tolerances 

Proptl  Gallate:  Affirmation  of  ORAS 
Status  as  a  Direct  Human  Food  Ingre¬ 
dient 

The  Food  and  Drug  Administration 
(FDA)  is  affirming  that  lUDpyl  gallate 
Is  generally  recognized  as  safe  as  a  direct 
human  food  ingredient.  This  regulation 
shall  be  effective  January  6,  1977. 

In  the  Federal  Register  of  Septem¬ 
ber  23.  1974  (39  FR  34199),  a  prtHiosal 
was  published  to  affirm  that  propyl  gal¬ 
late  is  generally  recognized  as  safe 
(ORAS)  for  use  as  a  direct  human  food 
ingredient.  The  proposal  was  made  on  the 
initiative  ot  the  Commissioner  of  Food 
and  Drugs,  pursuant  to  the  announced 
PDA  review  of  the  safety  ORAS  and 
prior-sanctioned  food  ingredients. 

In  accordance  with  §  121.40  (21  CFR 
121.40)  relating  to  the  affirmation  of 
ORAS  food  Ingredients,  copies  of  the 
Sci^tlffc  Literature  Review  on  propyl 
gallate,  data  on  the  teratology  teste  on 
this  Ingredient,  and  the  report  of  the 
Select  Committee  on  ORAS  Substances 
for  propyl  gallate  are  available  for  pub¬ 
lic  review  in  the  office  of  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  4-65,  5600  Fishers  Lane,  Rockville. 
MD  20857. 

In  addition  to  proposing  to  affirm  the 
GRAS  status  of  propyl  gallate,  the  Com¬ 
missioner  gave  public  notice  that  he  was 
unaware  eff  any  prior-sanctioned  food 
ingredient  use  for  this  Ingredient  other 
than  f<r  the  pn^xMed  conditions  of  use. 
Persons  asserting  additional  or  extended 
uses,  in  accordance  with  approvals 
granted  by  the  UH.  Department  of  Agri¬ 
culture  or  the  Food  and  Drug  Adminis¬ 
tration  prior  to  September  6.  1958,  were 


***** 

2.  In  §  121.104  by  adding  a  new  para¬ 
graph  (g)  (26)  to  read  as  fc^ows: 

§  121.104  Substances  added  directly  tu 
human  food  affirmed  as  generally 
recognized  as  safe  (GRAS). 

♦  *  •  *  • 

(g)  *  •  * 

(26)  Propyl  gallate.  (i)  Propyl  gallate 
is  the  n-propylester  of  3,4,5-trttiydroxy- 
benzoic  acid  (CuHi^Oo).  Natural  occur¬ 
rence  of  propyl  gallate  has  not  been  re¬ 
ported.  It  is  commercially  prepared  by 
esterification  of  gallic  acid  wiUi  propyl 
alcohol  followed  by  distillation  to  remove 
excess  alcohol. 

(ii)  The  ingredient  meets  the  specifi¬ 
cations  of  the  Food  Chemicals  Codex,  2d 
Ed.  (1972)." 

(iii)  The  ingredient  is  used  as  an  anti¬ 
oxidant  as  defined  in  §  121. l(o)  (3) . 

(iv)  The  Ingredient  is  used  in  food  at 
levels  not  to  exceed  good  manufacturing 
practice.  Current  usage  results  in  a  maxi¬ 
mum  level  of  0.015  percent  In  food.  (The 
Food  and  Drug  Administration  has  not 
determined  whether  significantly  differ¬ 
ent  conditions  of  use  would  be  ORAS.) 

(v)  Prior  sanctions  for  this  Ingredient 
different  from  the  uses  established  in  this 
section,  or  different  from  that  stated  In 
Subpart  E  of  this  part,  do  not  eidst  or 
have  been  waived. 


^  (Copies  may  be  obtained  from:  National 
Academy  of  Sciences,  2101  Constitution  Ave. 
NW.,  Washington,  DC  20037. 


Effective  date:  This  regulation  is  ef¬ 
fective  January  6, 1977. 

(Secs.  201(s).  409,  701(a),  52  Stat.  1055,  72 
Stat.  1784-1788  as  amended  (21  U.S.C.  321(8), 
348,  371(a).) 

Dated:  December  1, 1976. 

Joseph  P.  Hile, 
Associate 

Commissioner  for  Compliance. 

Note. — ^Incorporation  by  reference  provi¬ 
sions  approved  by  the  Director  of  the  Office 
of  the  Federal  Register  on  July  10,  1973,  and 
on  file  In  the  Federal  Register  Library. 

[FR  Doc.76-35838  Filed  12-6-76:8:45  am) 
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PART  121— FOOD  ADDITIVES 

Subpart  B — Exemption  of  Certain  Food 
Additives  From  the  Requirement  of 
Tolerances 

Pulps;  Affirmation  of  ORAS  Status  as 
Indirect  Human  Food  Ingredient 

The  Food  and  Drug  Administration 
(FDA)  is  affirming  that  pulps  are  gen¬ 
erally  recognized  as  safe  as  indirect  hu¬ 
man  food  ingredients.  This  regulation 
shall  be  effective  January  6, 1977. 

In  the  Federal  Register  of  Septem¬ 
ber  23,  1974  (39  FR  34216),  a  proposal 
was  published  to  affirm  pulps  as  gen¬ 
erally  recognized  as  safe  (ORAS)  for 
use  as  indirect  human  food  ingredients. 
The  proposal  was  made  on  the  initiative 
of  the  Commissioner  of  Food  and  Drugs, 
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pursuant  to  the  announced  FDA  review 
of  the  safety  of  GRAS  and  prior-sanc¬ 
tioned  food  ingredients. 

In  accordance  with  §  121.40  (21  CFR 
121.40),  relating  to  the  affirmation  of 
GRAS  food  ingredients,  copies  of  the 
Scientific  Literatme  Review  on  pulps  and 
the  report  of  the  Select  Committee  on 
GRAS  Substances  for  pulps  are  available 
for  public  review  at  the  office  of  the 
Hearing  Clerk,  Food  and  Drug  Adminis¬ 
tration,  Rm.  4-65,  5600  Fishers  Lane, 
Rockville,  MD  20857. 

In  addition  to  proposing  to  affirm  the 
GRAS  status  of  pulps,  the  Commissioner 
gave  public  notice  that  he  was  unaware 
of  any  prior-sanctioned  food  ingredient 
use  for  these  ingredients,  other  than  for 
the  proposed  conditions  of  use.  Persons 
asserting  additional  or  extended  uses  in 
accordance  with  approvals  granted  by  the 
U.S.  Department  of  Agriculture  or  the 
Food  and  Drug  Administration  prior  to 
September  6,  1958,  were  given  notice  to 
submit  proof  of  such  sanction  so  that  the 
safety  of  the  prior-sanctioned  use  could 
be  determined  at  this  time.  That  notice 
was  also  an  opportunity  to  have  prior- 
sanctioned  uses  of  pulps  approved  by  is¬ 
suance  of  an  appropriate  regulation  un¬ 
der  Subpart  E — Prior-Sanctioned  Pood 
Ingredients,  provided  the  prior-sanc¬ 
tioned  use  could  be  affirmed  as  safe  on 
the  basis  of  information  and  data  now 
available  to  the  Commissioner.  Notice 
was  also  given  that  failure  to  submit 
proof  of  an  applicable  prior  sanction  in 
response  to  the  proposal  would  constitute 
a  waiver  of  the  right  to  assert  such 
sanction  at  any  future  time. 

No  reports  of  prior-sanctioned  use  for 
pulps  were  submitted  in  response  to  the 
proposal.  Therefore,  in  accordance  with 
that  proposal,  any  right  to  assert  a  prior 
sanction  for  a  use  of  these  ingredients 
under  conditions  different  from  those  set 
forth  in  the  final  regulation  has  been 
waived. 

No  comments  were  received  in  re¬ 
sponse  to  the  Commissioner’s  proposal 
and  supporting  data  and  information  on 
pulps.  The  Commissioner  therefore  con¬ 
cludes  that  no  change  in  the  proposal  to 
affirm  the  GRAS  status  of  piilps  is  war¬ 
ranted.  Acordingly,  it  is  being  promul¬ 
gated  without  change. 

Hierefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s) ,  409, 
701(a),  52  Stat.  1055,  72  Stat.  1784-1788 
as  amended  (21  U.S.C.  321  (s),  348,  371 
(a) ) )  and  imder  authority  delegated  to 
the  Cwnmissioner  (21  (TFR  5.1)  (recodl- 
fication  published  in  the  Federal  Regis¬ 
ter  of  June  15, 1976  (41  FR  24262) ) ,  Part 
121  is  amended  as  follows : 

1.  In  8  121.101(h) ,  by  revising  the  entry 
for  “Pulps  from  wood,  straw,  bagasse,  or 
other  natural  sources”  to  read  as  fol¬ 
lows: 

§  121.101  Substance's  that  are  generally 

recognized  as  safe. 

•  •  ♦  •  « 

<h)  *  •  • 

•  •  •  •  • 
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(Pulps  from  wood,  straw,  bagasse,  or  otbor 
natural  sources  (affirmed  as  ORAS,  f  131.108 
<f)(3)). 

♦  *  •  •  • 

2.  By  adding  to  §  121.105  new  para¬ 

graph  (f )  (3)  to  read  as  follows: 

§  121.105  Substances  in  food-contact 
surfaces  affirmed  as  generally  rec¬ 
ognized  as  safe  (GRA.S). 

♦  *  •  •  » 

(f)  •  *  * 

(3)  Pulp,  (i)  Pulp  is  the  soft,  spongy 
pith  inside  the  stem  of  a  plant  such  as 
wood,  straw,  sugarcane,  or  other  natural 
plant  sources. 

(ii)  The  ingredient  is  used  or  intended 
for  use  as  a  constituent  of  food  pack¬ 
aging  containers. 

(iii)  The  ingredient  is  used  in  paper 
and  paperboard  made  by  conventional 
paper-making  processes  at  levels  not  to 
exceed  good  manufacturing  practice. 

(iv)  Prior  sanctions  for  this  ingredi¬ 
ent  different  from  the  uses  established 
in  this  section  do  not  exist  or  have  been 
waived. 

Effective  date:  This  regulation  is  ef¬ 
fective  on  January  6,  1977. 

(Secs.  201  (s),  409,  701(a),  52  Stat.  1055,  72 
Stat.  1784-1788  as  amended  (21  U.S.C. 
321(8),  348,  371(a))) 

Dated:  December  1,  1976. 

Joseph  P.  Hile, 

Associate 

Commissioner  for  Compliance. 
|FR  Doc.76-35839  Piled  12-6-76;8:45  am  | 
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PART  121— FOOD  ADDITIVES 

Subpart  B — Exemption  of  Certain  Food 
Additives  From  the  Requirement  of 
Tolerances 

Dill  and  its  Derivatives;  Affirmation 
OF  GRAS  Status  as  Direct  Human 
Food  Ingredients 

The  Food  and  Drug  Administration 
(FDA)  is  affirming  that  dill  and  its 
derivatives  are  generally  recognized  as 
safe  direct  human  food  ingredients.  This 
regulation  shall.be  effective  January  6, 
1977. 

In  the  Federal  Register  of  Septem¬ 
ber  23,  1974  (39  FTt  34211),  a  proposal 
was  published  to  affirm  that  dill  and  dill 
oil  are  generally  recognized  as  safe 
(GRAS)  for  use  as  direct  human  food 
ingredients.  The  proposal  was  made 'on 
the  initiative  of  the  Commissioner  of 
Pood  and  Drugs  pursuant  to  the  an¬ 
nounced  FDA  review  of  the  safety  of 
GRAS  and  prior-sanctioned  food  in¬ 
gredients.  _ 

In  accordance  with  §  121.40  (21  CFR 
121.40),  relating  to  the  affirmation  of 
GRAS  food  ingredients,  copies  of  the 
Scientific  Literature  Review  on  dill  and 
dill  oil  and  the  report  of  the  Select  Com¬ 
mittee  on  GRAS  Substances  for  dill  and 
dill  oil  are  available  for  public  review  at 
the  office  of  the  Hearing  Clerk,  Pood  and 


Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857. 

In  additiem  to  pn^xising  to  affirm  the 
GRAS  status  of  dill  and  dill  oil,  the 
C<Hnmissloner  gave  public  notice  that  he 
was  unaware  of  any  prior-sanctioned 
food  ingredient  use  for  these  ingredients 
other  than  for  the  proposed  conditions 
of  use.  Persons  asserting  such  additional 
or  extended  uses,  in  accordance  with  ap¬ 
provals  granted  by  the  U.S.  Department 
of  Agriculture  or  the  Pood  and  Drug 
Administration  prior  to  September  6, 
1958,  were  given  notice  to  submit  proof 
of  such  sanction  so  that  the  safety  of 
the .  prior-sanctioned  use  could  be  de¬ 
termined  at  this  time.  That  notice  was 
also  an  opportunity  to  have  prior- 
sanctioned  uses  of  dill  and  dUl  oil  ap¬ 
proved  by  issuance  of  an  appropriate 
regulation  under  Subpart  E — ^Prior- 
Sanctioned  Pood  Ingredients,  provided 
the  prior-sanctioned  use  coiild  be  af¬ 
firm^  as  safe  on  the  basis  of  informa¬ 
tion  and  data  now  available  to  the  Com¬ 
missioner.  Notice  was  also  given  that 
failure  to  submit  proof  of  an  applicable 
prior  sanction  in  response  to  the  pro¬ 
posal  would  constitute  a  waiver  of  the 
right  to  assert  such  sanction  at  any 
future  time. 

No  reports  of  prior-sanctioned  uses  for 
dill  or  dill  oil  were  submitted  in  response 
to  the  pr(^x)sal.  Therefore,  in  accordance 
with  that  proposal,  any  right  to  assert  a 
prior  sanction  for  uses  of  dill  and  dill 
oil  imder  conditions  different  from  those 
set  forth  in  the  final  r^ulation  has  been 
waived. 

Ten  resFKindents  submitted  comments 
on  the  Commissioner’s  pi^posal  and  sup¬ 
porting  data  and  information  on  dill  and 
dill  oil.  A  summary  of  the  comments  and 
the  Commissioner’s  conclusions  thereon 
follows: 

1.  Seven  comments  objected  to  placing 
good  manufacturing  practice  (GMP)  use 
limitations  on  dill  and  dill  oil  for  various 
reasons.  The  comments  stated  that  such 
limitations  were  unnecessary  because  the 
safety  of  dill  and  dill  oils  was  established 
by  the  Select  Committee  at  concentra¬ 
tions  that  are  much  greater  thap  levels 
reported  to  be  consumed  in  the  human 
daily  diet.  They  argued  that  it  was  im¬ 
practical  to  set  limitations  on  ingredi¬ 
ents  such  as  spices  and  flavorings,  which 
may  be  added  ad  libitum  to  foods  in  the 
household.  The  comments  also  indicated 
that  dill  and  dill  oils  were  presently  be¬ 
ing  used  at  concentrations  that  were 
higher  than  those  indicated  in  the  pro¬ 
posal  for  several  foods,  and  usage  of  dill 
and  dill  oil  should  be  governed  through 
g(XKl  manufacturing  practice  at  concen¬ 
trations  producing  the  intended  flavoring 
effect  in  food. 

The  Commissioner  has  considered  the 
available  safety  data  for  dill  in  light  of 
new  reported  uses  and  the  range  of  antic¬ 
ipated  consumptlcxi  of  dill  oil  as  esti¬ 
mated  by  the  Select  Committee  and  con¬ 
cludes  that  dill.  Its  essential  oils,  oleo- 
reslns,  and  natural  extractives  may  be 
affirmed  as  GRAS  without  designating 
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specific  good  manufacturing  practice 
guidelines.  He  finds  that  these  new  re¬ 
ported  use  levels  do  not  significantly 
change  the  estimated  dailjr  consumption 
for  dill  oil  or  his  conclusi(m  that  there 
are  adequate  margins  of  safety  demon- 
sti-ated  for  these  food  ingredients. 

Although  the  Commisioner  is  desig¬ 
nating  that  dill  and  its  derivatives  need 
only  be  used  in  accordance  with  good 
manufacturing  practice,  and  without  in¬ 
dicated  levels  of  GMP  use,  he  is  not 
abandoning  the  practice  of  designating 
maximum  GMP  levels  of  use  for  other 
ingredients  affirmed  as  GRAS.  Maximum 
GMP  levels  establish  conditions  of  use 
upon  which  the  GRAS  status  of  the  sub¬ 
stance  was  affirmed  and  serve  as  impor¬ 
tant  food  processing  guidelines  in  pro¬ 
viding  information  on  the  concentra¬ 
tions  of  ingredients  required  to  produce 
intended  effects  in  food.  Therefore,  while 
several  natural  spices  may  be  affirmed  as 
GRAS  without  GMP  guidelines,  this 
practice  will  only  be  adopted  when  it  can 
be  determined  that  the  food-processing- 
use  information  that  is  available  to  FDA 
is  totally  inadequate  for  this  purpose, 
and  safety  factors  for  consumption  of 
the  ingredient  are  very  high.  The  Com¬ 
missioner  rejects  the  consideration  of 
household  use  of  the  ingredient  as  estab¬ 
lishing  any  basis  for  deleting  GMP 
guidelines  for  use  of  GRAS  ingredients 
in  processed  foods. 

2.  Three  comments  noted  that  dill 
does  not  appear  in  the  Food  Chemicals 
Codex  and  requested  that  this  reference 
be  deleted  from  the  regulation.  The  com¬ 
ments  also  requested  that  this  regulation 
include  dill  seed,  dill  seed  oils,  natural 
oleorpsins,  and  other  natural  extractives 
of  dill. 

The  Commissioner  recognizes  the  un¬ 
intentional  reference  that  dill  must  meet 
the  specifications  of  the  Pood  Chemicals 
Codex,  wh«i  in  fact  dUl  is  not  described 
therein.  For  the  purpose  of  this  regula¬ 
tion,  the  Commissioner  finds  that  it  is 
necessary  for  dill  to  be  identified  only  by 
definition. 

As  indicated  in  paragraph  1,  the  Com¬ 
missioner  has  also  considered  whether 
the  evaluation  for  dill  and  dill  oils  pro¬ 
vides  sufficient  information  to  evaluate 
dill  seed,  dill  seed  oil,  and  other  oleo- 
resins  and  natural  extractives  of  dill.  He 
finds  that  Uie  available  information  pro¬ 
vides  a  sound  scientific  basis  for  this 
evaluation,  and  concludes  that  these  in¬ 
gredients  may  also  be  affirmed  as  GRAS 
when,  used  in  accordance  with  good 
manufacturing  practice.  Because  there 
are  many  variations  in  specifications  for 
natural  oleoresins,  extractives,  and  other 
derivatives  of  dill,  the  Commissioner  fur¬ 
ther  finds  that  these  derivatives  su'e  also 
best  described  by  definition.  In  the  event 
that  the  Food  Chemicals  Codex  publishes 
quality  specifications  fmr  these  many 
variations  of  dill,  however,  they  will  then 
be  used  for  further  identification  of  the 
derivatives  of  dill  affirmed  as  GRAS  in 
this  regulation. 

3.  Two  comments  indicated  that  the 
proposed  usage  levels  of  diU  and  dUl  oil 
carried  the  implication  that  they  are 


rigid  limitations  placed  on  the  use  of 
these  ingredients.  The  comments  further 
indicated  that  such  limitations  are  un¬ 
enforceable,  since  no  known  methods  of 
analysis  are  available  for  dill. 

The  Commissioner  has  set  forth  in 
new  §  121.104(b)  (1)  and  (2)  (21  CFR 
121.104(b)  (1)  and  (2))  his  clear  intent 
to  distinguish  between  those  food  ingre¬ 
dients  that  may  be  used  in  accordance 
with  good  manufacturing  prSbtice  and 
those  ingredients  that  require  specific 
limitations  to  assure  their  continued  safe 
use  in  food.  In  H  121.104  these  types  of 
regulations  are  clearly  distinguished  for 
each  food  ingredient.  Regulations  that 
affirm  the  GRAS  status  of  food  ingredi¬ 
ents,  based  upon  either  specified  or  un¬ 
specified  good  manufacturing  practice, 
should  not  be  interpreted  as  placing  rigid 
limitations  on  the  use  of  the  ingredients. 
If  extended  uses  of  such  ingredients  can 
be  demonstrated  to  be  generally  recog¬ 
nized  as  safe,  such  uses  are  not  prohib¬ 
ited  by  these  regulations. 

The  Commissioner  recognizes  the  diffi¬ 
culty  in  enforcing  both  good  manufac¬ 
turing  practice  requirements  and  specific 
limitations  for  those  ingredients  for 
which  there  are  no  known  methods  of 
analysis  in  food.  This  problem  is  common 
to  many  GRAS  and  other  food  ingre¬ 
dients  that  have  been  exempt  from  the 
definition  of  “food  additives”  under  the 
act.  However,  FDA  does  support  and 
undertake  research  on  such  methods  as 
questions  arise  on  the  potential  health 
significance  of  the  ingredients.  Until 
such  methods  are  available,  however, 
FDA  must  rely  on  its  inspectional  capa- 
pabilities  for  enforcement  of  these 
regulations. 

4.  Two  comments  requested  that  dill 
and  dill  oil  be  exempt  from  the  require¬ 
ment  dealing  with  the  benefit  contribu¬ 
tion  of  the  substance  as  a  factor  in  judg¬ 
ing  safety  as  proposed  in  §  121. Ki)  (4) 
(21  CFR  121.1(1)  (4)). 

The  Commissioner  has  deleted  this 
paragraph  from  §  121.1.  The  deletion  is 
explained  elsewhere  in  this  issue  of  the 
Federal  Register. 

5.  One  comment  objected  to  the  label¬ 
ing  requirements  of  §  121.104(f)  (2), 
which  requires  a  statement  of  the  con¬ 
centration  of  dill  and  its  derivatives 
affirmed  as  GRAS  ingredients  in  inter¬ 
mediate  mixes.  The  comment  asserted 
that  the  natmal  variation  of  dill  oils  are 
accounted  for  in  the  Food  Chemicals 
Codex  and  that  such  disclosure  would  be 
tantamount  to  proprietary  formula  dis¬ 
closure  of  such  mixes  as  other  ingre¬ 
dients  are  affirmed  as  GRAS  in  §  121.104. 

The  Commissioner  recognizes  the  va¬ 
lidity  of  this  comment  for  many  natu¬ 
rally  derived  GRAS  ingredients,  and  the 
final  regulation  exempts  dill  and  its  de¬ 
rivatives  from  the  requirement  of  S  121.- 
104(f)(2)  and  makes  the  requirement 
optional.  A  proposal  to  delete  this  ex¬ 
emption  and  to  permit  more  flexibility 
in  the  labeling  of  intermediate  mixes  is, 
however,  found  elsewhere  in  this  issue  of 
the  Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s), 
409,  701(a),  52  Stat.  1055,  72  Stat.  1784- 


1788  as  amended  (21  U.S.C.  321  (s),  348, 
371(a) ))  and  under  authority  delegated 
to  the  Commissioner  (21  CFR  5.1)  (re- 
codification  published  in  the  Federal 
Register  of  June  15, 1976  (41  FR  24262) ) , 
Part  121  is  amended  as  follows: 

1.  In  §  121.101(e)  (1)  and  (2)  by  re- 
visin  gthe  entry  for  “Dill”  to  read  as 
follows: 

§  121.101  Substances  that  arc  jicnerally 
recognized  as  safe. 

*  *  «  •  * 

(e)  ♦  *  * 

( 1 )  SPICES  AND  OTHER  NATURAL  SEASONINGS 
AND  FLAVORING  (LEAVES,  ROOTS,  BARKS,  BER¬ 
RIES,  ETC.) 

Botanical  name 
Common  name  of  plant  source 

*  *  •  *  • 

Dill  (affirmed  as  GRAS,  Anethum  graveo- 
§  121.104(g)  (13)).  lensL. 

Dill,  Indian  (affirmed  as  Anethum  sowa 
GRAS,  $  121.104(g)  D.C. 

(13)). 

***** 

(2)  ESSENTIAL  OILS,  OLEORESINS  (SOLVENT - 
FREE)  ,  AND  NATURAL  EXTRACTIVES  (INCLUDING 
DISTILLATES) 

Botanical  name 
Common  name  of  plant  source 

***** 

***** 

Dill  (affirmed  as  GRAS,  Anethumgraveo- 
S  121.104(g)  (13)).  lensh. 

Dill,  Indian  (affirmed  as  Anethum  sowa 
GRAS.  §  121.104(g)  D.C. 

(13)). 

2.  In  §  121.104  by  adding  new  para¬ 
graph  (g)(13)  to  read  as  follows: 

§  121.104  Substances  added  directly  to 
human  food  affirmed  as  generally 
recognized  as  safe  (GRAS).  . 

*  «  ♦  «  ♦ 

(g)  *  *  * 

'(13)  Dill  and  its  derivatives,  (i)  Dill 
(American  or  European)  is  the  herb  and 
seeds  from  Anethum  graveolens  L.,  and 
dill  (Indian)  is  the  herb  and  seeds  from 
Anethum  sowa,  D.C.  Its  derivatives  in¬ 
clude  essential  oils,  oleoresins,  and  natu¬ 
ral  extractives  obtained  frexn  these 
sources  of  dill. 

(11)  Dill  oils  meet  the  description  and 
specifications  of  the  Food  Chemicals  Co¬ 
dex,  2d  Ed.  (1972) 

(iil)  Dill  and  its  derivatives  are  used 
as  flavoring  agents  and  adjuvants  as  de- 
.flnedin  8  121.1(0)  (12). 

(iv)  The  Ingredients  are  used  in  food 
at  levels  not  to  exceed  good  manufac¬ 
turing  practice. 

(v)  The  requirement  of  §  121.104(f) 
(2)  is  optional. 

(Vi)  Prior  sanctions  for  these  ingredi¬ 
ents  different  frmn  the  uses  established 
in  this  section  do  not  exist  or  have  been 
waived. 

*  •  •  *  * 

Effective  date:  This  regulation  shall 
be  effective  January  6, 1977. 


'  Copies  may  be  obtained  from:  the  Na¬ 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave.  NW.,  Washington,  DD.  20037. 
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(Secs.  201(8),  409,  701<a),  52  Stat.  1055,  72 
Stat.  1784-1788  as  amended  (21  U.S.C.  321 
(s),  348, 371  (a))) 

Dated:  December  1, 1976. 

Note. — Incorporation  by  reference  provi¬ 
sions  approved  by  the  Directw  of  the  Office 
of  the  Federal  Register  on  July  10,  1973, 
and  on  file  in  the  Federal  Register  Library. 

Joseph  P.  Hile, 
Associate  Commissioner 
for  Compliance. 

[PR  Doc .76-35840 Filed  12-6-76:8:45  am] 


[Docket  No.  76N-0134] 

PART  121— FOOD  ADDITIVES 

Subpart  B — Exemption  of  Certain  Food 
Additives  From  the  Requirement  of 
Tolerances 

Garlic  and  its  Derivatives;  Affirma¬ 
tion  OF  GRAS  Status  as  Direct 
Human  Food  Ingredients 

The  Food  and  Drug  Administration 
(FDA)  is  affirming  that  garlic  and  its 
derivatives  are  generally  recognized  as 
safe  as  direct  human  food  ingredients. 
This  regulation  shall  be  effective  Jan¬ 
uary  6, 1977. 

In  the  Federal  Register  of  September 
23,  1974  (39  FR  34213),  a  proposal  was' 
published  to  affirm  that  garlic  and  oil  of 
garlic  are  generally  recognized  as  safe 
(GRAS)  for  use  as  direct  human  food 
ingredients.  The  proposal  was  made  on 
the  initiative  of  the  Commissioner  of 
Food  and  Drugs,  pursuant  to  the  an¬ 
nounced  FDA  review  of  the  safety  of 
GRAS  and  prior-sanctioned  food  in¬ 
gredients. 

In  accordance  with  §  121.40  (21  CFR 
121.40),  relating  to  the  affirmation  of 
GRAS  food  ingredients,  copies  of  the 
Scientific  Literature  Review  on  garlic 
and  garlic  oil  and  the  report  of  the 
Select  Committee  on  GRAS  Substances 
for  garlic  and  garlic  oil  are  available  for 
public  review  at  the  office  of  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  4-65,  5600  Ffishers  Lane,  Rockville, 
MD  20857. 

In  addition  to  proposing  to  affirm  the 
GRAS  status  of  garlic  and  garlic  oil, 
the  Commissioner  gave  public  notice 
that  he  was  unaware  of  any  prior-sanc¬ 
tioned  f(X)d  ingredient  use  for  these  in¬ 
gredients  other  than  for  the  proposed 
conditions  of  use.  Persons  asserting  such 
additional  or  extended  use,  in  accord¬ 
ance  with  approvals  granted  by  the 
U.S.  Department  of  Agriculture  or  the 
Food  and  Drug  Administration  prior  to 
September  6,  1958,  were  given  notice  to 
submit  proof  of  such  sanction  so  that 
the  safety  of  the  prior-sanctioned  use 
could  be  determined  at  this  time.  TTiat 
notice  was  also  an  opportxmity  to  have 
prior-sanctioned  uses  of  garlic  and  gar¬ 
lic  oil  approved  by  issuance  of  an  appro¬ 
priate  regulation  under  Subpart  E — 
Prior-Sanctioned  Food  Ingredients,  pro¬ 
vided  the  prior-sanctioned  use  could  be 
affirmed  as  safe  on  the  basis  of  informa¬ 
tion  and  data  now  available  to  the  Com- 
missiirner.  Notice  was  also  given  that 
failure  to  submit  proof  of  an  applicable 
prior  sanction  in  response  to  the  propos¬ 


al  would  constitute  a  waiver  of  the  right 
to  assert  such  sanction  at  any  future 
time. 

No  reports  of  prior -sanctioned  uses' 
for  garlic  or  its  derivatives  were  sub¬ 
mitted  in  response  to  the  proposal. 
Therefore,  in  accordance  with  that  pro¬ 
posal,  any  right  to  assert  a  prior  sanc¬ 
tion  for  uses  of  garlic  and  its  deriva¬ 
tives  under  conditions  different  from 
those  set  forth  in  the  final  regulation 
has  been  waived. 

Twenty-eight  respondents  submitted 
comments  in  response  to  the  Commis¬ 
sioner’s  proposal  and  supporting  data 
and  information  on  garlic  and  oil  of  gar¬ 
lic.  A  summary  of  the  comments  and  the 
Commissioner’s  conclusions  thereon  fol¬ 
lows: 

1.  Seventeen  comments  objected  to 
placing  good  manufacturing  practice 
(GMP)  use  limitations  on  garlic  and  gar¬ 
lic  oil  for  various  reasons.  These  objec¬ 
tions  cited  the  conclusion  of  the  Select 
Committee  on  GRAS  Substances,  with 
which  the  Commissioner  concurred,  that 
the  safety  of  garlic  and  oil  of  garlic  has 
been  established  at  concentrations  which 
are  orders  of  magnitude  greater  than  the 
levels  reported  to  be  currently  consumed 
in  the  human  daily  diet.  The  objections 
also  indicated  that  the  use  information 
upon  which  maximum  usage  levels  were 
based  was  totally  inadequate,  and  they 
urged  that  FDA  undertake  a  further  sur¬ 
vey  of  garlic  and  garlic  oil  uses  if  GMP 
limits  are  instituted.  Comments  also  con¬ 
tained  numerous  claims  that  garlic  and 
garlic  oil  are  presently  being  used  in  food 
products  at  significantly  higher  concen¬ 
trations,  and  it  was  argued  that  it  is  im¬ 
practical  to  set  usage  limits  on  spices 
that  may  be  added  ad  libitum  to  foods  in 
the  household. 

The  Commissioner  has  considered  the 
available  safety  data  for  garlic  in  light  of 
new  reported  uses  and  the  range  of  an¬ 
ticipate  consumption  of  garlic  oil  (or 
its  equivalent)  as  estimated  by  the  Select 
Committee  and  concludes  that  garlic,  its 
essential  oils,  oleoresins,  and  natural  ex¬ 
tractives  may  be  affirme  as  GRAS  with¬ 
out  designating  specific  good  manufac¬ 
turing  practice  guidelines.  He  finds  that 
these  new  report^  use  levels  do  not  sig¬ 
nificantly  change  the  estimated  daily 
consumption  for  garlic  oil  or  his  conclu¬ 
sion  that  there  are  adequate  margins  of 
safety  demonstrated  for  this  food  in¬ 
gredient.  The  Commissioner  further 
concludes  that  a  resurvey  of  garlic  is 
unwarranted  and  will  not  provide  any 
additional  meaningful  consumption 
information. 

Although  the  Commissioner  is  desig¬ 
nating  that  garlic  and  its  derivatives 
need  only  be  used  in  accordance  with 
good  manufacturing  practice,  and  with¬ 
out  indicated  levels  of  GMP  use,  he  is 
not  abandoning  the  practice  of  designat¬ 
ing  maximum  GMP  levels  of  use  for  other 
ingredients  affirmed  as  GRAS.  Maximum 
GMP  levels  establish  conditions  of  use 
upon  which  the  GRAS  status  of  the  sub¬ 
stance  was  affirmed  and  serve  as  im¬ 
portant  food  processing  guidelines  in 
providing  information  on  the  conc^tra- 
tions  of  ingredients  required  to  produce 
Intended  effects  in  food.  Therefore,  while 


several  naturaT  Spices  may  be  affirmed 
as  GRAS  without  GMP  guidelines,  this 
practice  will  only  be  adopted  when  it  can 
be  determined  that  the  food-processing- 
use  information  that  is  available  to  FDA 
is  totally  inadequate  for  this  purpose,  and 
safety  factors  for  consumption  of  the  in¬ 
gredient  are  very  high.  The  Commis¬ 
sioner  rejects  the  consideration  of  house¬ 
hold  use  of  the  ingredient  as  a  basis  for 
deleting  GMP  guidelines  for  use  of  the 
GRAS  ingredients  in  processed  foods. 

2.  Thirteen  comments  indicated  that 
forms  of  garlic  other  than  garlic  oil 
should  be  affirmed  as’ GRAS  in  §  121.104 
(21  CFR  121.104):  These  comments  re¬ 
quested  consideration  of  fresh  and  de¬ 
hydrated  garlic,  garlic  juice,  garlic  pow¬ 
der,  and  other  essential  oils,  oleoresins, 
and  natural  extracts  of  garlic.  Other 
comments  argued  that  garlic  is  a  food 
and  should  not  be  listed  as  GRAS  or 
have  its  safety  subjected  to  review  by 
FDA. 

The  Commissioner  finds  that  garUc  and 
its  derivatives  are  GRAS  food  ingredi¬ 
ents  when  used  in  foods  for  the  purpose 
of  imparting  flavor.  These  food  ingredi¬ 
ents  have  been  listed  as  GRAS  in 
§  121.101  (21  CFR  121.101)  since  the  in¬ 
ception  of  the  FDA  GRAS  list  and  are 
properly  a  part  of  the  GRAS  safety  re¬ 
view  of  food  ingredients. 

The  Commissioner  acknowledges  that 
forms  of  garlic  other  than  fresh  garlic 
and  garlic  oil  should  be  affirmed  as 
GRAS.  Although  the  PDA  search  of  the 
scientific  literature  and  the  Select  Com¬ 
mittee  evaluation  discussed  only  the 
safety  of  garlic  and  garlic  oil  because 
these  ingredients  were  considered  to  be 
representative  of  this  subject  and 
the  principal  articles  of  commerce,  the 
Commissioner  concludes  that  this  infor¬ 
mation  represents  a  soimd  scientific 
background  for  affirming  the  GRAS  sta¬ 
tus  of  other  garlic  derivatives.  The  final 
regulation  has  therefore  been  expanded 
to  include  all  known  GRAS  derivatives  of 
garlic. 

3.  Fourteen  comments  requested  that 
use  limits  be  expanded  for  garlic  and 
garlic  oil  at  concentrations  greater  than 
those  described  in  the  proposal.  It  was 
argued  that  the  proposed  limitations 
were  extremely  low  and  did  not  accu¬ 
rately  reflect  usage  of  these  ingredients 
by  the  food  industry.  It  was  specifically 
reported  that  present  GMP  usage  of  gar¬ 
lic  ingredients  in  some  f(X)d  categories 
was  as  much  as  5  to  500  times  greater 
than  the  use  limitations  of  the  proposal. 

The  Commissioner  has  reexamined  the 
National  Academy  of  Sciences/National 
Research  Council  (NAS/NRC)  survey 
data  and  the  GMP  usage  data  reported 
by  the  food  industries  and  concludes  that 
the  higher  levels  are  realistic  and  may  be 
included  in  the  general  good  manufac¬ 
turing  practice  definition  adopted  by  this 
regulation.  The  Commissioner  notes  that 
the  reported  use  levels  of  garlic  and  its 
derivatives  are  within  established  safety 
guidelines  and  do  not  change  the  esti¬ 
mated  total  consiunption  of  garlic  oil 
upon  which  the  safe  ccmsumption  of  gar¬ 
lic  has  been  estabUshecL  He  cautions, 
however,  that  no  auttmrity  is  granted  fw 
use  of  these  Ingredients  at  levels  higher 
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than  necessary  to  achieve  their  intended 
effect  as  flavoring  agents  in  speciflc  foods 
or  in  any  standardized  food  in  which  Uie 
ingredient  is  not  permitted. 

4.  Three  cohiments  stated  that  garlic 
does  not  appear  in  the  Pood  Chemicals 
Codex,  contrary  to  the  implication  of  the 
proix)sed  regulation.  An  sidditional  com¬ 
ment  point^  out  that  garlic  oil  is  ob¬ 
tained  from  garlic  bulbs  not  by  macera¬ 
tion  alone  but  by  maceration  and  steam 
distillation. 

The  Commissioner  recognizes  the  un¬ 
intentional  reference  that  garlic  must 
meet  the  speciflcations  of  the  Pood 
Chemicals  Codex  when  in  fact  garlic  is 
not  described  therein.  Por  the  purpose 
of  this  regulation,  the  Commissioner 
flnds  it  necessary  that  garlic  be  identified 
only  by  definition,  and  that  Pood  Chem¬ 
icals  Codex  specifications  be  applied  only 
to  those  garlic  derivatives  that  are  spe¬ 
cially  identified  in  that  volume.  Because 
there  are  many  variations  in  specifica¬ 
tions  for  natural  oleoresins,  extractives, 
and  other  derivatives  of  garlic,  the  Com¬ 
missioner  further  finds  that  these  deriva¬ 
tives  are  also  best  described  by  definition. 
In  the  event  that  the  Pood  Chemicals 
Codex  publishes  quality  speciflcations  for 
these  many  variations  of  garlic,  however, 
they  will  then  be  used  for  further  iden¬ 
tification  of  the  derivatives  of  garlic  af- 
fiimied  as  GRAS  in  this  regulation. 

The  Commissioner  agrees  that  garlic 
oil  is  obtained  by  steam  distillation  plus 
maceration  and  not  by  maceration  alone, 
as  indicated  in  the  ptt^Misal. 

5.  Two  comments  requested  that  garlic 
and  garlic  oil  be  exempt  from  the  re¬ 
quirement  dealing  with  the  beneflt.con- 
tribution  of  the  substance  as  a  factor  in 
determining  safety  in  proposed  §  121.1 
a)  (4)  (21  CPR  121.1(i)(4)). 

The  Commissioner  has  deleted  this 
paragraph  frcrni  §  121.1.  The  deleticm  is 
explain^  elsewhere  in  this  issue  of  the 
Pederal  Register. 

6.  Two  comments  indicated  that  the 
proposed  usage  levels  of  garlic  and  garlic 
oil  carried  the  indication  tiiat  they  are 
rigid  limitatiohs  placed  on  the  use  of 
these  ingredients.  The  comments  further 
indicated  that  such  limitations  were  un¬ 
enforceable,  since  no  known  methods  of 
analysis  are  available  for  grarllc. 

The  Commissioner  has  set  forth  in  new 
$  121.104(b)  (1)  and  (2)  his  clear  intent 
to  distinguish  between  those  food  in¬ 
gredients  that  may  be  used  in  accordance 
with  good  manufacturing  practice  and 
those  ingredients  that  require  speciflc 
limitations  to  assure  their  continu^  safe 
use  in  food.  In  §  121.104,  these  t3rpes  of 
regulations  are  clearly  distinguished  for 
e^ch  food  ingredient.  Regulations  that 
affirm  the  GRAS  status  of  food  ingredi¬ 
ents,  based  upon  either  specified  or  un- 
snecifled  good  manufacturing  practice, 
s'^ouid  not  be  interpreted  as  placing  rigid 
’vnitations  on  the  use  of  the  ingredients. 
Tf  extended  uses  of  such  ingredients  can 
be  demonstrated  to  be  generally  recog¬ 
nized  as  safe,  such  uses  are  not  pro¬ 
hibited  by  these  regulations. 

The  Commissioner  recognizes  the  dif¬ 
ficulty  in  enforcing  both  good  manufac¬ 
turing  practice  requirwnents  and  speciflc 
limitations  for  those  ingredients  for 
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which  there  are  no  known  methods  of 
analysis  in  food.  This  problem  is  common 
to  many  GRAS  and  other  food  ingredi¬ 
ents  that  have  been  exempted  from  the 
definition  of  “food  additives”  under  the 
act.  However,  PDA  does  support  and  un¬ 
dertake  research  on  such  methods  as 
questions  arise  on  the  potential  health 
significance  of  the  ingredients.  Until 
such  methods  are  available,  however, 
FDA  must  rely  on  its  inspectional 
capabilities  for  enforcement  of  these  reg¬ 
ulations. 

7.  One  comment  objected  to  the  label¬ 
ing  requirements  of  §  121.104(f)  (2), 
which  requires  a  statement  of  the  con¬ 
centration  of  garlic  and  its  derivatives 
affirmed  as  GRAS  in  intermediate  mixes. 
The  comment  asserted  that  it  was  very 
difficult  to  label  the  concentration  of 
naturally  derived  ingredients  with  any 
consistent  accuracy  and  that  such  dis- 
closm-e  would  be  tantamoimt  to  pro¬ 
prietary  formula  disclosure  of  such  mixes 
as  other  ingredients  are  affirmed  as 
GRAS  in  §  121.104.  _ 

The  Commissioner  recognizes  the 
validity  of  this  comment  for  many  natu¬ 
rally  derived  GRAS  ingredients,  and  the 
final  regulation  exempts  garlic  and  its 
derivatives  from  §  121.104(f)  (2)  and 
makes  the  requirement  optional.  A  pro¬ 
posal  to  delete  this  exemption  and  to 
permit  more  flexibility  in  the  labeling  of 
intermediate  mixes  is,  however,  foimd 
elsewhere  in  this  issue  of  the  Federal 
Register. 

Subsequent  to  the  September  23,  1974 
proposal  for  GRAS  affirmation  of  garlic 
and  oil  of  garlic  (39  FR  34213),  an  in¬ 
vestigation  for  mutagenesis  was  con¬ 
ducted  on  oil  of  garlic.  An  evaluation  of 
this  study  demonstrates  no  evidence  of 
mutagenicity  with  oil  of  garlic.  The 
Commissioner,  therefore,  concludes  that 
no  change  in  the  proposed  affirmed 
GRAS  status  of  garlic  and  its  derivatives 
is  warranted.  A  copy  of  this  study  is  on 
file  with  the  Hearing  Clerk,  and  may  be 
purchased  from  the  Nati(mal  Technical 
Information  Service  (order  number  PB- 
245-511/AS,  $3.75). 

Therefore,  under  the  Pederal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s), 
409,  701  (a),  52  Stat.  1055,  72  Stat.  1784- 
1788  as  amended  (21  U.S.C.  321(s),  348, 
371(a) ) )  and  under  authority  delegated 
to  the  Commissioner  (21  CPR  5.1)  (re¬ 
codification  published  in  the  Federal 
Register  of  June  15,  1976  (41  FR 
24262) ) ,  Part  121  is  amended  as  follows: 

1.  In  §  121.101(e)  (1)  and  (2)  by  revis¬ 
ing  the  entry  for  “Garlic”  to  read  as. 
follows : 

§  121.101  Stibslunces  that  are  generally 
reengnized  as  safe. 

«  «  *  «  * 

(e)  *  *  * 

( 1 )  SPICES  AND  OTHER  NATURAL  SEASONINGS 
AND  FLAVORINGS  (LEAVES,  ROOTS,  BARKS, 
BERRIES,  ETC.) 

Botanical  name 
Common  name  of  plant  source 

***** 
Garlie  (asarmed  as  GRAS,  Allium  sativum 
1121.104(g)(8)).  L. 

***** 
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(2)  ESSENTIAL  OILS,  OLEORESINS  (SOLVENT 

FREE),  ANb  NATURAL  EXTRACnVES  (INCLUD¬ 
ING  DISTILLATES) 

Botanical  name 
Common  name  of  plant  source 

*  *  *  *  *  * 
Garlic  (affirmed  as  GRAS,  Allium  sativum 

1121.104(g)(8)).  L. 

*  *  ■^  *  *  * 

2.  In  §  121.104  by  adding  new  para¬ 
graph  (g)  (8)  to  read  as  follows: 

§  121.104  Substances  added  direetly  to 
human  food  affirmed  as  generally 
recognized  as  safe  (CR.\S). . 

•  *  •  •  *  * 

(g)  *  *  * 

(8)  Garlic  and  its  derivatives,  (i)  Gar¬ 
lic  is  the  fresh  or  dehydrated  bulb  or 
cloves  obtained  from  Allium  sativum,  a 
genus  of  the  lily  family.  Its  derivatives 
include  essential  oils,  oleoresins,  and 
natural  extractives  obtained  from  garlic. 

(ii)  Garlic  oil  meets  the  specifications 
of  the  Food  Chemicals  Codex,  2d  Ed. 
(1972).' 

(iii)  Garlic  and  its  derivatives  are  used 
as  flavoring  agents  and  adjuvants  as  de¬ 
fined  in  §  121.1(0)  (12). 

(iv)  The  ingredients  are  used  in  food 
at  levels  not  to  exceed  good  manufactur¬ 
ing  practice. 

(v)  The  requirement  of  §  121.104(f)  (2) 
is  optional. 

(vi)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in 
this  section  do  not  exist  or  have  been 
waived. 

♦  ♦  •  «  * 

Effective  date:  This  regulation  shall  be 
effective  January  6, 1977. 

(Secs.  201  (s),  409,  701(a).  52  Stat.  1055,  72 
Stat.  1784-1788  as  amended  (21  U.S.C.  321  (s). 
348,  371(a)).) 

Dated:  December  1, 1976. 

Note. — Incorporation  by  reference  provi¬ 
sions  approved  by  the  DirecUH*  of  the  Fed¬ 
eral  Register  on  July  10.  1973  and  on  file  in 
the  Federal  Register  Library. 

'  Joseph  P.  Hile, 

Associate  Commissioner 
for  Compliance. 

(FR  Doc.76-35841  Filed  12-6-76:8:45  am] 


[Docket  No.  76N-01371  * 

PART  121— FOOD  ADDITIVES 

Subpart  B — Exemption  of  Certain  Food 
Additives  From  the  Requirement  of 
Tolerances 

Gum  Tragacanth;  Affirmation  of  GRAS 
Status  with  Specific  Limitations  as  a 
Direct  Human  Food  Ingredient 

The  Pood  and  Drug  Administration 
(FDA)  is  affirming  that  gum  tragacanth 
is  generally  recognized  as  safe  as  a  di¬ 
rect  human  food  ingredient,  with  specific 
limitations.  This  regulation  shall  be  ef¬ 
fective  January  6, 1977. 


^Copies  may  be  obtained  from:  the  Na¬ 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave.  NW.,  Washington.  DC  20037. 
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In  the  Federal  Register  of  Septem¬ 
ber  23,  1974  (39  34207),  a  proposal 

was  published  to  affirm  that  gum  traga- 
canth  is  generally  recognized  as  safe 
(GRAS)  for  use  as  a  direct  human  food 
ingredient.  The  proposal  was  made  on 
the  initiative  of  the  Commissioner  of 
Food  and  Drugs,  pursuant  to  the  an- 
noimced  FDA  review  of  the  safety  of 
GRAS  and  prior-sanctioned  food  ingre¬ 
dients. 

In  accordance  with  §  121.40  (21  CFR 
121.40)  relating  to  the  affirmation  of 
GRAS  food  ingredients,  copies  of  the 
Scientific  Literature  Review  on  gum 
tragacanth,  data  on  the  teratology  and 
mutagenic  tests  on  this  ingi'edient,  and 
the  report  of  the  Select  Committee  on 
GRAS  Substances  for  gum  tragacanth 
are  available  for  public  review  in  the 
office  of  the  Hearing  Clerk,  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville,  MD  20857. 

In  addition  to  proposing  to  affirm  the 
GRAS  status  of  gum  tragacanth,  the 
Commissioner  gave  public  notice  that  he 
was  unaware  of  any  priorrsanctioned 
food  ingredient  use  for  this  ingredient 
other  than  for  the  proposed  conditions 
of  use.  Persons  asserting  additional  or 
extended  uses,  in  accordance  with  ap¬ 
provals  granted  by  the  U.S.  Department 
of  Agriculture  or  the  Food  and  Drug  Ad¬ 
ministration  prior  to  September  6,  1958, 
were  given  notice  to  submit  proof  of  such 
sanction  so  that  the  safety  of  the  prior - 
sanctioned  use  could  be  determined  at 
this  time.  That  notice  was  also  an  op¬ 
portunity  to  have  prior-sanctioned  uses 
of  gum  tragacanth  approved  by  issu¬ 
ance  of  an  appropriate  regulation  under 
Subpart  E — ^Prior-Sanctioned  Food  In¬ 
gredients,  provided  the  prior-sanctioned 
use  could  be  affirmed  as  safe  on  the  basis 
of  information  and  data  now  available  to 
the  Commissioner.  Notice  was  also  given 
that  failure  to  submit  proof  of  an  appli¬ 
cable  prior  sanction  in  response  to  the 
proposal  would  constitute  a  waiver  of 
the  right  to  assert  such  sanction  at  any 
future  time. 

No  reports  of  prior-sanctioned  use  for 
gum  tragacanth  were  submitted  in  re¬ 
sponse  to  the  proposal.  Therefore,  in  ac¬ 
cordance  with  that  proposal,  any  right 
to  assert  a  prior  sanction  for  a  use  of  this 
ingredient  under  conditions  different 
from  those  set  forth  in  the  final  regula¬ 
tion  has  been  waived. 

Three  comments  were  received  in  re¬ 
sponse  to  the  Commissioner’s  proposal 
and  supporting  data  and  information  on 
gum  tragacanth.  A  summary  of  the  com¬ 
ments  and  the  Commissioner’s  conclu¬ 
sions  thereon  follows; 

1.  One  comment  requested  that  gum 
tragacanth  be  allowed  as  a  formulation 
aid  in  all  food  categories.  The  comment 
contended  that  gum  tragacanth  is  used 
as  an  encapsulating  agent  in  connection 
with  fiavor  uses  in  various  foods  and 
that  this  change  would  not  require  any 
change  in  the  maximum  usage  levels 
permitted  for  gum  tragacanth. 

’The  Commissioner  acknowledges  that 
this  technical  effect  for  use  of  gum  trag¬ 
acanth  was  reported  in  the  1972  Na-‘ 
timial  Academy  of  Sciences/National  Re¬ 
search  Council  (NAS/NRC)  survey  of 
GRAS  substances  but  apparently  over¬ 


looked  In  the  proposal.  Hie  final  regula¬ 
tion  therefore  permits  use  of  this  giun  as 
a  formulation  aid  in  all  food  categories. 

2.  One  ccmunent  suggested  that  a 
clarification  be  made  regarding  the  basis 
upon  which  the  usage  levels  of  gum  trag¬ 
acanth  have  been  establishesd.  It  was 
stated  that  the  reported  usage  levels  in 
the  NAS/NRC  survey  were  on  an  “as 
served”  basis,  and  the  comment  there¬ 
fore  requested  that  limitations  set  forth 
in  the  regulations  governing  GRAS  sub¬ 
stances  be  designated  on  this  same  basis. 

’The  Commissioner  agrees  with  the 
comment  that  usage  levels  reported  in  the 
N.4S/NRC  survey  were  on  an  “as 
seiwed”  basis.  The  final  regulation  has 
been  clarified  accordingly. 

3.  One  comment  objected  to  the  label¬ 
ing  requirements  of  8  121.104(f)(2)  (21 
CFR  121.104(f)(2)),  which  requires  a 
statement  of  the  concentration  of  gum 
tragacanth  affirmed  as  GRAS  in  inter¬ 
mediate  mixes.  The  comment  noted  that 
the  functionality  variation  of  the  gum  as 
obtained  from  its  various  natural  sources 
would  make  it  vei’y  difficult  to  label  the 
percentage  of  gum  tragacanth  with  any 
consistent  accuracy.  'This  comment  also 
objected  to  this  requirement  from  a 
formula  disclosure  standpoint,  arguing 
that  percentage  composition  disclosure 
would  create  a  hardship  on  manu¬ 
facturers  of  stabilizers  containing  gum 
tragacanth.  'The  comment  favored 
supplying  alternative  information  to 
users  of  the  ingredient  to  assure  that  the 
final  food  products  were  in  compliance 
with  maximum  limitations  prescribed  by 
this  regulation. 

’The  Commissioner  recognizes  the 
validity  of  this  comment  for  many  nat¬ 
urally  derived  GRAS  ingredients  and  the 
final  regulation  exempts  gum  traga¬ 
canth  from  /121.104(f)(2)  and  makes 
the  requirement  optional.  A  proposal  to 


delete  this  exemption  and  to  permit  more 
flexibility  in  the  labeling  of  intermedi¬ 
ate  mixes  is,  however,  published  else¬ 
where  m  this  issue  of  the  Federal 
Register. 

Additional  information  from  the  NAS/ 
NRC  regarding  the  1972  usage  levels  of 
gum  tragacanth  has  been  received  by 
PDA  since  publication  of  the  Septem¬ 
ber  23,  1974  pr(HH)sal  to  affirm  gum  trag¬ 
acanth  as  GRAS.  ’This  new  information 
necessitates  the  listing  of  two  other  food 
categories,  namely,  “condiments  and  rel¬ 
ishes”  and  “processed  fruits  and  fruit 
juices,”  and  a  reduction  in  the  usage 
levels  permitted  for  “all  other  food  cate¬ 
gories”  from  1.0  to  0.1  percent.  The  orig¬ 
inal  level  for  “all  other  food  categories” 
was  intended  to  cover  these  two  food 
categories  and  a  miscellaneous  food 
item  listed  in  the  NAS/NRC  report 
at  the  1.0  percent  level.  However,  the 
Commissioner  has  determined  that  this 
item  was  a  salad  dressing  and  is  there¬ 
fore  appropriately  covered  under-^’fats 
and  oils.”  ’Therefore,  inclusion  of  specific 
limits  for  these  three  foods  necessitates 
lowering  the  limit  for  “all  other  food 
categories”  from  1.0  to  0.1  percent. 

Thei-efore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  <s), 
409,  701(a),  52  Stat.  1055,  72  Stat.  1784- 
1788  as  amended  (21  U.S.C.  321  (s),  348, 
371(a)  ))  and  under  authority  delegated 
to  the  Commissioner  (21  CFR  5.1)  (re¬ 
codification  published  in  the  Federal 
Register  of  June  15, 1976  (41  PR  24262  >  > , 
Part  121  is  amended  as  follows; 

1.  In  8  121.101(d)(7)  by  revising  the 
entry  for  “’Tragacanth  (gum  traga¬ 
canth)  ”  to  read  as  follows; 

§  121.101  Sul»s^arM•e^  that  an*  fjonerally 
rc*»*upnizt*<l  !»afo. 

«  #  *  *  * 

(d)  *  *  * 


I’io<lu<-t 


Tolpranoe  Limitations,  restiii'tions,  or 

•'X))laiiations 


I?)  ST.tBILlZEK.S 
(iiiin  until  iti'!4;H(*aiith). 


AOirnipd  as  «;R.\S,  1 121.1(>iip)(18). 


*  *  *  •  • 

2.  In  §  121.104  by  adding  a  new  para¬ 
graph  (g)  (18)  to  read  as  follows; 

§  121.101  Substances  added  directly  to 
liiininn  food  affirmed  as  t;enerally 
recognized  as  safe  (CrRAS). 

*  *  *  *  * 

tg)  »  *  * 

(18)  Gum  tragacanth.  (i)  Gum  traga¬ 
canth  is  the  exudate  from  one  of  several 

Afaxitnum  usage 

Foo<l  (ns  served)  Percent 


species  of  Astragalus  gummifier  Labillar- 
diere,  a  shrub  that  grows  wild  in  moun¬ 
tainous  regions  of  the  Middle  East. 

lii)  The  ingredient  meets  the  speci¬ 
fications  of  the  Pood  Chemicals  Codex,  2d 
Ed.  (1972),’ 

(iii)  Tlie  ingredient  is  used  in  food 
mider  the  following  conditions; 

^  Copies  may  be  obtained  from :  The  Na¬ 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave.  NW.,  Washington,  DC  20037. 

levels  permitted 

Function 


Baked  fiooils  and  baking  mixes,  5  121.1(n)(,i). 

Condiinents  and  relishes,  S  121.1(n)(8) . 

Fats  and  oils,  {  I21.1(n)(12) . 

(iravies  and  .sauces,  1 121.1(n)(24) . 

Meat  products,  {  121.1(n)(29) . . . 

Pnx’fssed  fruits  and  fruit  juices,  }121.1(n) 
i35). 

All  other  food  categories . 


0.2  Fniulsificr  and  emulsifier  salt,  }121.1(o)(8):  formulation 
aid,  S  121.1(o)<14);staWliierand  thickener,  {  121.1(o)(28). 
.7  Oo. 

1.3  Do. 

.8  Do. 

.2  Formulation  aid,  i  121.Uo)(14);  stabilizer  ami  thickener, 
§  121.1 (o)(28). 

.2  Emulsifier  and  emulsifier  salt,  i  121.1(o)t8);  fonnulntion 
aW,  1 121.1(0)1141;  stabillwrand  thickener,  {  l2l.l(o)(28). 
.  1  Vo. 
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(iv)  The  requimnent  of  §  121.104(f) 
(2)  IsqptioiiaL 

(V)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in  this 
section  do  not  exist  or  have  been  waived. 
•  *  «  •  •  • 

Effective  date:  This  regulation  shall  be 
effective  January  6, 1977. 

(Secs.  201  (s),  409,  701(a).  52  Stat.  1055,  72 
Stat.  1784-1788  as  amended  (21  U.S.C.  321  <s), 
348,  371(a)).) 

Dated:  December  1, 1976. 

Joseph  P.  Hile, 
Associate 

Commissioner  for  Compliance. 

Note. — Incorporation  by  reference  provi- 
slcms  approved  by  the  Director  of  the  Office  of 
the  Federal  Register  on  July  10,  1973,  and 
on  file  in  the  Federal  Register  Library. 

[FR  Doc.76  35844  Filed  12-6-76; 8; 45  am) 


[Docket  No.  76N-01361 

PART  121— FOOD  ADDITIVES 

Subpart  B — Exemption  of  Certain  Food 
Additives  From  the  Requirement  of 
Tolerances 

Gum  Ghatti  ;  Affirmation  of  GRAS 
Status  with  Specific  Limitations  as 
A  Direct  Human  Pood  Ingredient 

The  Pood  and  Drug  Administration 
(FDA)  is  afiOrming  that  gum  ghatti  is 
generally  recognized  as  safe  as  a  direct 
human  food  ingredient,  with  specific  lim¬ 
itations.  This  regulation  shall  be  effective 
January  6,  1976. 

In  the  Federal  Register  of  September 
23,  1974  (39  FR  34205),  a  proposal  was 
published  to  afQrm  that  gum  ghatti  is 
generally  recognized  as  safe  (GRAS)  for 
use  as  a  direct  human  food  ingredient. 
The  proposal  was  made  on  the  initiative 
of  the  Commissioner  of  Food  and  Drugs, 
pursuant  to  the  announced  FDA  review 
of  the  safety  of  GRAS  and  prior-sane - 
tloned  food  ingredients. 

In  accordance  with  §  121.40  (21  CFR 
121.40)  relating  to  the  affirmation  of 
GRAS  food  ingredients,  copies  of  the  Sci¬ 
entific  Literature  Review  on  gum  ghatti, 
data  on  the  teratology  and  mutagenic 
tests  on  this  ingredient,  and  the  report  of 
the  Select  Committee  on  GRAS  Sub¬ 
stances  for  gum  ghatti  are  available  for 
public  review  in- the  office  of  the  Hear¬ 
ing  Cfierk,  Food  and  Drug  Administra¬ 
tion,  Rm.  4-65,  5600  Fishers  Lane,  Rock¬ 
ville.  MD  20857. 

In  addition  to  proposing  to  affirm  the 
GRAS  status  of  gum  ghatti,  the  Com¬ 
missioner  gave  public  notice  that  he  was 
unaware  of  any  prior-sanctioned  food  in¬ 
ingredient  use  for  this  ingredient  other 
than  for  the  proposed  conditions  of  use. 
Persons  asserting  additional  or  extended 
uses,  in  accordance  with  approvals 
granted  by  the  U.S.  Department  of  Agri¬ 
culture  or  the  Food  and  Drug  Adminis¬ 
tration  prior  to  September  6.  1958,  were 
given  notice  to  submit  proof  of  such 
sanction  so  that  the  safety  of  the  prior- 
sanctioned  use  could  be  determined  at 


this  time.  That  notice  was  also  an  oppor¬ 
tunity  to  have  i»i(M’-sancti(med  uses  of 
gum  ghatti  approved  by  issuance  of  an 
appropriate  regulation  under  Subpart 
E — Prior-Sanctioned  Pood  Ingredients, 
provided  the  prior-sanctioned  use  could 
be  affirmed  as  safe  on  the  basis  of  infor¬ 
mation  and  data  now  available  to  the 
Commissioner.  Notice  was  also  given  that 
failure  to  submit  proof  of  an  iqiplicable 
prior  sanction  in  response  to  the  proposal 
would  constitute  a  waiver  of  the  right  to 
assert  such  sanction  at  any  future  time. 

No  reports  of  prior-sanctioned  use  for 
gum  ghatti  w’ere  submitted  in  response  to 
the  proposal.  Hierefore,  in  accordance 
with  that  proposal,  any  right  to  assert 
a  prior  sanction  for  a  use  of  this  ingre¬ 
dient  under  conditions  different  from 
those  set  forth  in  the  final  regulation  has 
been  waived. 

One  comment  was  received  in  response 
to  the  Commissioner’s  proposal  and  sup¬ 
porting  data  and  information  on  gum 
ghatti.  The  comment  requested  that  gum 
ghatti  and  all  other  gums  be  allowed  to 
be  used  as  formulation  aids  in  all  food 
categories.  The  comment  asserted  that 
gum  ghatti  and  other  gums  are  used  as 
encapsulating  agents  in  connection  with 
flavor  uses  in  various  foods  and  that  rec¬ 
ognition  of  this  use  for  all  food  categories 
will  not  require  any  change  in  the  pro¬ 
posed  maximum  usage  levels  proposed 
for  the  ingredients. 

In  response  to  this  request,  FDA  con¬ 
tacted  the  trade  association  that  submit¬ 
ted  the  comment  and  various  comptanies 
that  use  this  gum.  The  agency  has  found 
that,  because  of  its  viscosity,  gum  ghatti 
is  only  valuable  as  an  emulsifying  agent 


2.  In  9 121.104  by  adding  a  new  para¬ 
graph  (g)  (17)  to  read  as  follows: 

§  121.104  SnbetJinces  added  directly  to 
human  food  affirmed  as  generally 

■  recognized  as  safe  (GRAS). 

«  •  •  *  « 

(g>  •  •  • 

(17)  Gam  ghatti.  (i)  Gum  ghatti  (In¬ 
dian  gum)  is  an  exudate  from  wounds  in 
the  bark  of  Anogeissus  latifolia,  a  large 
tree  found  in  the  dry  deciduous  forests 
of  India  and  Ceylon. 

(ii)  The  ingredient  complies  with  the 
following  specifications: 

(a)  Viscosity  of  a  1-percent  solution. 
Not  less  than  the  minimum  or  within  the 
range  claimed  by  the  vendor. 

(b)  Limits  of  impurities — (1)  Arsenic 
(as  AL) .  Not  more  than  3  parts  per  mil¬ 
lion  (0.0003  percent) ; 

(2)  Ash  (Mid-insoluble).  Not  more 
than  1.75  percent; 

(3)  Ash  (total).  Not  more  than  6.0 
percent; 


and  is  not  used  to  encapsulate  flavors. 
(Other  gums,  such  as  aeacia  and  traga- 
canth,  are  used  for  the  latter  purpose, 
however.)  Ther^mre,  the  C<munlssioner 
concludes  that  it  la  not  appropriate  to 
list  gum  ghatti  as  suitable  for  use  as  an 
encapsulating  agent. 

The  Commissioner  has  revised  the 
statement  of  the  permissible  levels  to 
make  clear  that  they  pertain  to  food  “as 
served.” 

The  Commissioner  acknowledges  that 
gum  ghatti  is  not  listed  in  the  Food 
Chemicals  Codex,  as  was  indicated  in  the 
proposal;  consequently,  specifications  for 
the  gum  have  not  been  published.  How¬ 
ever,  with  the  cooperation  of  two  major 
manufacturers  of  gum  ghatti,  the  Com¬ 
missioner  has  adopted  appropriate  speci¬ 
fications  for  this  ingredient.  These  speci¬ 
fications  are  similar  to  those  established 
for  other  gums  in  the  Pood  Chemicals 
Codex,  with  slight  modifications  as  ap¬ 
propriate. 

Therefore,  imder  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s), 
409,  701(a),  52  Stat.  1055,  72  Stat.  1784- 
1788  as  amended  (21  U.S.C.  321  (s),  348, 
371(a) ) )  and  imder  authority  delegated 
to  the  Commissioner  (21  CFR  5.1)  (re¬ 
codification  published  in  the  Federal 
Register  June  15,  1976  (41  FR 
24262) ) ,  Part  121  is  amended  as  follows: 

1.  In  9121.101(d)(7)  by  revising  the 
entry  for  "Gum  ghatti”  to  read  as  fol¬ 
lows; 

§  121.101  Sulnttaaers  that  are  gonerally 
re«'ognized  a.«  Mife. 
***** 

(d)  •  *  *. 


(4)  Heavy  metals  (as  Pb).  Not  more 
than  40  parts  per  million  (0.004  percent) ; 
and 

(5)  Lead.  Not  more  than  10  parts  per 
million  (0.001  percent) . 

(c)  Loss  on  drying.  Not  more  than  14 
percent  dried  at  105°  C  for  5  hours. 

(d)  IdentiflcatloiH  test.  Add  0.2  ml  of 
diluted  lead  subacetate  (bask  lead  ace¬ 
tate,  AOAC.  12th  Ed.  1975.  Section  31.164 
(b) )  *  to  5  ml  of  a  cold  1-in-lOO  aqueous 
solution  of  the  gum.  An  hnmediate,  vol¬ 
uminous,  opaque  precipitate  indicates 
acacia.  A  small  precipitate  or  clear  solu¬ 
tion  which  produces  an  opaque  fiocculent 
precipitate  upon  the  addition  of  1  ml  of 
ZN  ammonium  hydroxide  indicates  gum 
ghaiti. 

(iii)  The  ingredient  is  used  in  food 
imder  the  following  conditions: 


^  Cities  may  be  obtained  from:  the  Asso¬ 
ciation  of  Official  Analytical  Chemists,  P.O. 
Box  540,  Benjamin  Franklin  Station,  Wash¬ 
ington,  DC  20044. 


Product 


LhiiitatioBs,  restrictions, 
ot  explanations 


(7)  STAniLIZEBS 

«  •  «  •  a  •  * 

Gumghatti . . . . . . Aftimied  as  ORAS,  i  121.1(H(k)(17). 
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Maanmum  usage  levels  permitted 

Food  (as  served)  Percent  Function 

Beverages  and  beverage  bases,  nonalcoholic,  0. 2  Emulsifier  and  emulsifier  salt,  $  121.1(o)(8). 
5121.Un)(3). 

All  other  food  categories .  .1  Eniulsifier  and  emulsifier  salt,  S  r21.1(o)  (8). 


(iv)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  estabilshed  in  this 
section  do  not  exist  or  have  been  waived. 
*  *  *  •  • 
Effective  date:  This  regulation  shall  be 
effective  January  6,  1977. 

(Secs.  201  (s),  409,  701(a),  52  Stat.  1055,  72 
Stat.  1784-1788  as  amended  (21  U.S.C.  321  (s), 
348,  371(a)).) 

Dated:  December  1,  1976. 

Note. — Incorporation  by  reference  pro¬ 
visions  approved  by  tbe  Director  of  the  Office 
of  the  Federal  Register  March  20.  1973  and 
August  9,  1974,  and  on  file  in  the  Federal 
Register  Library. 

Joseph  P.  Hile, 
Associate  Commissioner 

for  Compliance. 

[FR  Doc.76-35845  FUed  12-6-76;8;45  am] 


[Docket  No.  76N-0140] 

PART  121— FOOD  ADDITIVES 

Subpart  B — Exemption  of  Certain  Food 
Additives  From  the  Requirement  of 
Tolerances 

Oil  of  Rue;  Affirmation  of  Gras  Status 
With  Specific  Limitations  as  a  Direct 
Human  Food  Ingredient 

The  Food  and  Drug  Administration 
(FDA)  is  affirming  that  oil  of  rue  is 
generally  recognized  as  safe  as  a  direct 
human  food  ingredient,  with  specific  lim¬ 
itations.  This  regulation  shall  be  effective 
January  6, 1977. 

In  the  Federal  Register  of  September 
23,  1974  (39  FR  34215),  a  proposal  was 
published  to  affirm  that  oil  of  rue  is  gen¬ 
erally  recognized  as  safe  (GRAS),  for 
use  as  a  direct  human  food  ingredient 
with' specific  limitations.  The  proposal 
was  made  on  the  initiative  of  the  Com¬ 
missioner  of  Food  and  Drugs,  pursuant 
to  the  announced  PDA  review  of  the 
safety  of  GRAS  and  prior-sanctioned 
food  ingredients. 

In  accordance  with  S  121.40  (21  CFR 
121.40)  relating  to  the  affirmation  of 
GRAS  food  ingredients,  copies  of  the 
Scientific  Literature  Review  of  oil  of 


rue,  data  on  the  teratology  tests  on  this 
ingredient  and  the  report  of  the  Select 
Committee  on  GRAS  Substances  for  oil 
of  rue  are  available  for  public  review  in 
the  office  of  the  Hearing  Clerk,  Food 
and  Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane.  Rockville,  MD  20857. 

In  addition  to  proposing  to  affirm  the 
GRAS  status  of  oil  of  rue  with  specific 
limitations,  the  Commissioner  gave  pub¬ 
lic  notice  that  he  was  unaware  of  any 
prior-sanctioned  food  ingredient  use  for 
this  ingredient  other  than  for  the  pro¬ 
posed  conditions  of  use.  Persons  assert¬ 
ing  additional  or  extended  uses,  in  ac¬ 
cordance  with  approvals  granted  by  the 
U.S.  Department  of  Agriculture  or  the 
Food  and  Drug  Administration  prior  to 
September  6,  1958,  were  given  notice  to 
submit  proof  of  such  sanction  so  that 
the  safety  of  the  prior-sanctioned  use 
could  be  determined  at  this  time.  That 
notice  was  also  an  opportunity  to  have 
prior-sanctioned  uses  of  oil  of  rue  ap¬ 
proved  by  issuance  of  an  appropriate 
regulation  under  Subpart  E-Prior-Sanc- 
tioned  Food  Ingredients,  provided  the 
prior-sanctioned  use  could  be  affirmed  as 
safe  on  the  basis  of  information  and  data 
now  available  to  the  Commissioner.  No¬ 
tice  was  also  given  that  failure  to  sub¬ 
mit  proof  of  an  applicable  prior  sanc¬ 
tion  in  response  to  the  proposal  would 
constitute  a  waiver  of  the  right  to  assert 
such  sanction  at  any  future  time. 

No  reports  of  prior-sanctioned  use  for 
oil  of  rue  were  submitted  in  response  to 
the  proposal.  Therefore,  in  accordance 
with  that  proposal,  any  right  to  assert 
a  prior  sanction  for  a  use  of  oil  of  rue 
under  conditions  different  from  those 
set  forth  in  ^this  final  regulation  has 
been  waived.  • 

One  comment  was  received  in  response 
to  the  Commissioner’s  proposal  and  sup¬ 
porting  data  and  Information  on  oU  of 
rue.  This  comment  expressed  concern 
that  rue  itself  was  not  being  8,ffirmed  as 
GRAS  at  this  time. 

Hie  Commissioner  has  considered  this 
comment  and  concludes  that  there  is  suf¬ 
ficient  information  available  on  oil  of 
rue,  the  main  constituent  of  rue,  to  pro¬ 
pose  that  rue  be  affirmed  as  GRAS.  A 


proposal  to  affirm  the  GRAS  status  of 
rue,  with  specific  limitations,  may  be 
found  elsewhere  in  this  issue  of  the 
Federal  Register. 

The  Commissioner  concludes  that  no 
change  in  the  proposal  to  affirm  the 
GRAS  status  of  oil  of  rue  is  warranted. 
Accordingly,  it  is  being  promulgated 
without  change,  limiting  the  use  of  oil  of 
rue  to  the  proposed  levels  of  use. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s), 
409,  701(a),  52  Stat.  1055,  72  Stat.  1784- 
1788  as  amended  (21  U.S.C.  321(s),  348, 
371(a))  )  and  under  authority  delegated 
to  the  Commissioner  (21  CFR  5.1) 
(recodification  published  in  the  Federal 
Register  of  June  15,  1976  (41  FR 
24262) ),  Part  121  is  amended  as  follows: 

1.  In  §  121.101(e)  (2)  by  revising  the 
entry  for  “Rue”  to  read  as  follows: 

§  121.101  Substances  that  are  generally 
recognized  as  safe. 

*  «  *  *  * 

(e)  *  •  *  •  " 

(2)  Essential  Oils.  Oleoresins  (Solvent- 
Free),  AND  Natural  Extractives  (Includ¬ 
ing  Distillates)  " 

Botanical  name 
Common  name  of  plant  source 

*  •  *  *  • 

Rue  (affirmed  as  ORAS.  Ruta  montana  L., 
§  121.104(g)  (21) ).  Ruta  graveolens 

L.,  Ruta  brac- 
teosa  L.  and 
Ruta  calepensis 
L. 


2.  In  §  121.104  by  adding  new  para¬ 
graph  (g)  (21)  to  read  as  follows: 

§  121.104  Substances  added  directly  to 
human  ff>od  affirmed  as  generally 
recognized  as  safe  (GRAS). 
***** 

(g)  *  *  • 

(21)  Oil  of  rue.  (i)  Oil  of  rue  is  the 
natural  substance  obtained  by  steam  dis¬ 
tillation  of  the  fresh  blossoming  plants 
of  rue,  the  peroinial  herb  of  several 
species  of  Ruta — Ruta  montana  L.,  Ruta 
graveolens  L.,  Ruta  bracteosa  L.,  and 
Ruta  calepensis  L. 

(ii)  Oil  of  rue  meets  the  specifications 
of  the  Food  Chemicals  Codex,  2d  Ed. 
(1972)." 

(ill)  The  ingredient  is  used  in  food 
under  the  following  conditions: 


^  Cities  may  be  obtained  from:  the  Na¬ 
tional  Academy  ot  Sciences,  2101  Constitu¬ 
tion  Ave.  NW.,  Washington,  DC  20037, 
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Mtneimum  usage  levels  permitted 


Food  (as  served) 

Parts  per 
million 

FunetiM 

Baked  goods  and  baking  mixes,  f  121.1(n)(l) . 

.  10 

Flavoring  agent  and  adjnvaiit,  1 131.1(e) 
(12). 

Fiesen  dairy  desserts  and  mixes,  |  121.1(b)(20) . 

.  10 

Do. 

Soft  candy,  { 12l.l(n)(88) . 

AH  other  food  categories . 

. .  10 

Do. 

.  .4 

Do. 

(iv)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  In 
this  section  do  not  exist  or  have  been 
waived. 

*  «  *  ♦  « 

Effective  date:  This  regulation  is  ef¬ 
fective  on  January  6, 1977. 

(Secs.  201  (s),  409,  701(a),  62  Stat.  1056,  72 
Stat.  1784-1788  as  amended  <21  U.S.C.  321 
(s),  348,  371(a)).) 


Dated:  December  1, 1976. 

Note. — Incorporation  by  reference  provi¬ 
sions  approved  by  the  Director  of  the  Qfl&ce 
of  the  Federal  Register  on  July  10,  1918,  and 
on  file  In  the  Federal  Register  Library. 

Joseph  P.  Hue, 
Associate  Commissioner 
tor  Compliance. 

IFR  Dov,.76-a5846  Filed  12-6-75;  8:46  am] 
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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH. 
EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 
[  21  CFR  Part  121  ] 

[Docket  No.  76N-01441 

INTERMEDIATE  MIXES  CONTAINING  DI¬ 
RECT  HUMAN  FOOD  INGREDIENTS 

AFFIRMED  AS  GRAS 

Labeling 

The  Food  and  Drug  Administration 
(FDA>  is  proposing  to  revise  §  121.104(b) 
(2»  (21  CFR  121.104(b)(2))  to  allow 
latitude  in  the  labeling  requirements  for 
food  ingredients  affirmed  as  generally 
recognized  as  safe  and  for  intermediate 
mixes  containing  such  ingredients.  Com¬ 
ments  may  be  submitted  until  Febru¬ 
ary  7,  1977. 

The  current  §  121.104  (21  CFR  121- 
104),  relating  to  the  affirmation  of  gen¬ 
erally  recognized  as  safe  (GRAS)  human 
food  ingredients  added  directly,  requires 
in  paragraph  (f )  that  the  label  and  label¬ 
ing  of  the  ingredient  and  any  intermedi¬ 
ate  mix  of  the  ingredient  for  use  in 
finished  food  show,  in  addition  to  the 
other  labeling  required  by  the  act,  (1) 
the  name  of  the  additive,  (2)  a  statement 
of  concentration  of  the  ingredient  in  any 
intennediate  mix,  and  (3)  adequate  in¬ 
formation  to  assure  that  the  final  food 
product  will  comply  with  any  limitations 
prescribed  for  the  ingredient. 

In  comments  submitted  on  the  nu¬ 
merous  food  ingredients  proposed  for 
GRAS  affirmation  as  direct  f(X>d  ingredi¬ 
ents  and  published  in  the  Federal  Reg¬ 
ister  of  September  23,  1974  (39  FR 
34194  et  seq.) ,  considerable  concern  was 
expressed  over  the  labeling  requirements 
of  §  121.104(f) .  The  comments  noted  that 
the  variations  in  scxne  natural  ingredi¬ 
ents  that  are '  obtained  from  various 
natural  sources  require  some  variation  in 
the  composition  of  intermediate  mixes  to 
obtain  mixes  with  uniform  functional 
characteristics.  This  necessity  would 
make  it  very  difficult  to  label  the  per¬ 
centage  of  many  of  these  ingredients 
with  any  consistent  accuracy.  The  com¬ 
ments  also  objected  to  the  requirement 
from  a  formula  disclosure  standpoint, 
arguing  that  percentage  composition  dis¬ 
closure  would  create  a  hardship  on  man¬ 
ufacturers  of  GRAS  ingredients  because 
such  label  declarations  would  be  tanta¬ 
mount  to  formula  disclosure  for  mixes 
composed  almost  entirely  of  GRAS  in¬ 
gredients.  Several  comments  favor  sup¬ 
plying  alternative  information  to  users  of 
the  ingredient  mixes,  to  ensure  that  the 
final  food  products  are  in  compliance 
with  the  maximum  limitations  prescribed 
by  the  regulations. 

It  was  also  pointed  out  that  the  label¬ 
ing  requirements  of  §  121.104(f)  are  in¬ 
consistent  with  the  optional  statement  of 
ingredients  required  for  flavors  in 
S  1.12(g)  (2)  (21  CFR  1.12(g)(2)).  For 
bulk  mixed  flavors,  S  1.12(g)  (2)  requires 
only  a  statement  on  the  label  that  all 
such  flavors  are  awJroved  by  FDA  reg¬ 
ulation.  The  effective  date  for  labeling 
compliance  with  S  1.12(g)  (2)  was  ex¬ 
tended  by  notice  published  in  the  Fed¬ 


eral  Register  of  February  3, 1976  (41  FR 
4954) ,  provided  the  label  of  the  product 
bears  a  statement  “that  the  ingredients 
are  listed  as  generally  recognized  as  safe 
in  a  reliable  published  industry  associ¬ 
ation  list.”  and  provided  that  such  flavor 
ingredients  are  included  in  the  FDA 
safety  review  of  flavor  ingredients. 

The  Commissioner  of  Pood  and  Drugs 
has  carefully  reviewed  these  comments 
and  appreciates  the  difficulties  that  these 
labeling  requirements  may  cause  for 
manufacturers  of  intermediate  food 
ingredient  mixes.  He  has  therefore  ex¬ 
empted.  in  regulations  promulgated  else¬ 
where  in  this  issue  of  the  Federal  Regis¬ 
ter,  numerous  naturally  derived  food  in¬ 
gredients  from  the  labeling  requirements 
in  §  121.104<f )  <2) .  The  Commissioner  is 
concerned,  however,  that  food  processors 
will  not  have  sufficient  information  avail¬ 
able  to  them  independently  to  determine 
that  use  of  the  ingredients  or  intermedi¬ 
ate  mixes  is  in  accordance  with  these 
regulations  if  concentration  labeling  is 
not  available  to  them.  The  Commissioner 
therefore  proposes  to  amend  §  121.104(f) 
(2)  to  require  manufacturers  of  food 
ingredients  and  mixes  to  provide  food 
processors  with  information  adequate  to 
permit  tliem  independently  to  determine 
that  use  of  the  ingredient  or  mix  is  in  ac¬ 
cordance  with  these  regulations.  Section 
121.104<f )  <3)  would  also  be  amended  to 
clarify  the  requirement  that  adequate 
instructions  for  use,  in  addition  to  that 
required  in  §  121.104(f)  (2) ,  must  be  sup¬ 
plied  by  manufacturers  of  these  ingredi¬ 
ents.  Accordingly,  §  121.104(g)  would  be 
amended  to  delete  the  exemption  from 
the  labeling  requirements  in  §  121.104(f) 
(2)  for'locust  (carob)  bean  gum,  garlic 
and  its  derivatives,  dill  and  its  deriva¬ 
tives,  gum  tragacanth,  acacia  (gum  ara- 
bic),  karaya  gum  (sterculia  gum),  and 
guar  gum. 

The  new  language  proposed  for  this 
section  also  clarifies  any  potential  con¬ 
flict  with  labeling  for  flavors  permitted 
by  §  1.12(g)  (2).  Section  121.104(f)  will 
thus  not  require  individual  flavor  ingre¬ 
dient  and  concentration  labeling,  but 
will  require  adequate  instructions  for  use 
of  flavor  mixtures  and  sufficient  infor¬ 
mation  to  permit  a  fo(xi  processor  inde¬ 
pendently  to  determine  that  use  of  the 
mixture  will  be  in  accordance  with  any 
limitations  prescribed  for  the  ingredi¬ 
ents. 

Therefore,  imder  the  Federal  Pood, 
Di-ug,  and  Cosmetic  Act  (secs.  201  (s), 
409,  701(a),  52  Stat.  1055,  72  Stat.  1784- 
1788  as  amended  (21  U.S.C.  321  (s),  348, 
371(a) ) )  and  under  authority  delegated 
to  him  (21  CFR  5.1)  (recodlflcation  pub¬ 
lished  in  the  Federal  Register  of  June 
15,  1976  (41  PR  24262)),  the  Commis¬ 
sioner  proposes  to  amend  §  121.104  by 
revising  paragraph  (f)  and  by  deleting 
and  reserving  paragraph  (g)  (5)  (Iv),  (8) 
(V),  (13)  (V),  (18)  (Iv),  (19)  (iv),  (20) 
(iv)  and  (27)  (iv)  as  follows: 

§  121.104  Substances  added  directly  to 
human  food  affirmed  as  generally 
recognized  as  safe  (GRAS). 

•  •  •  •  .  • 

(f)  The  label  and  labeling  (rf  the  in¬ 
gredient  and  any  intermediate  mix  of 


the  ingredient  for  use  in  finished  food 
shall  bear,  in  addition  to  the  other  la¬ 
beling  required  by  the  act: 

(1)  The  name  of  the  ingredient,  ex¬ 
cept  where  exempted  from  such  labeling 
in  Part  1  of  this  chapter. 

(2)  A  .statement  of  concentration  of 
the  ingredient  in  any  intermediate  mix; 
or  other  information  to  permit  a  food 
processor  independently  to  determine 
that  use  of  the  ingredients  will  be  in  ac¬ 
cordance  with  any  Umitations  and  good 
manufacturing  practice  guidelines  pre¬ 
scribed. 

(3)  Adequate  directions  for  use  to  pro¬ 
vide  a  final  food  product  that  complies 
with  any  limitations  prescribed  for  the 
ingredient  (s) . 

(g)  *  *  • 

(5)  Locust  (carob >  bean  gum.  *  *  * 
(iv)  [Reserved! 

♦  »  •  •  • 

(8)  Garlic  and  its  derivatives.  *  *  * 
(V)  [Reserved] 

***** 

(13)  Dill  and  its  derivatives.  *  *  * 

(V)  [Reserved] 

»  *  •  •  • 

(18)  Gum  tragacanth.  *  *  * 

(iv)  I  Reserved! 

*  *  *  *  * 

(19)  Acacia  (gum  arabic) .  *  *  * 

(iv)  [Reserved] 

♦  ♦  ♦  ’  ♦  * 

(20)  Karaya  gum  (sterculia  gum) .  *  *  * 
(iv)  [Reserved] 

***** 

(27)  Guar  gum.  *  *  * 

(iv)  [Reserved] 

Interested  persons  may,  on  or  before 
February  7,  1977,  submit  to  the  Hearing 
Clerk.  Food  and  Dnig  Administration. 
Rm.  4-65,  5600  Fishers  Lane,  Rockville, 
MD  20857,  written  comments  (prefer¬ 
ably  in  quintuplicate  and  identified  with 
the  Hearing  Clerk  docket  number  found 
in  brackets  in  the  heading  of  this  docu¬ 
ment)  regarding  this  proposal.  Received 
comments  may  be  seen  in  the  above  of¬ 
fice  durmg  working  hours,  Monday 
through  Friday. 

Dated:  December  1, 1976. 

Joseph  P.  Hile, 
Associate  Commissioner 
for  Compliance. 

[FR  Doc.76-35847  Filed  12-6-76:8:45  am] 
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RUE 

Affirmation  of  GRAS  Status  With  Specific 
Limitations  As  Direct  Hunian  Food 
Ingredient 

The  Food  and  Drug  Administration 
(FDA)  is  proposing  to  affirm  that  rue  is 
generally  recognized  as  safe  as  a  direct 
human  food  Ingredient  with  specific  lim¬ 
itations.  Comments  may  be  submitted 
imtll  February  7, 1977. 

A  c(Mnprehensive  study  of  direct  hu¬ 
man  food  ingredients  classified  as  gen¬ 
erally  recognized  as  safe  (GRAS)  or  sub- 
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ject  to  a  prior  sanction  is  being  con¬ 
ducted  by  FDA.  The  Commissioner  of 
Food  and  Drugs  has  issued  several  no¬ 
tices  and  proposed  regulations,  published 
in  the  Federal  Register  of  July  26,  1973 
<  38  FR  20036  et  seq.) ,  implementing  this 
review.  In  the  Federal  Register  of  Sep¬ 
tember  23,  1974  (39  FR  34172  et  seq.), 
the  Commissioner  issued  a  number  of 
final  regulations  based  on  those  proposals 
and  made  further  proposals  for  GRAS 
affirmation  of  additional  human  food  in- 
^'redients  which  are  published  as  final 
regulations  elsewhere  in  this  issue  of  the 
Federal  Register.  Pursuant  to  this  re¬ 
view,  the  safety  of  oil  of  rue,  which  is  the 
volatile  oil  of  rue,  has  been  evaluated. 
The  Commissicmer  is  of  the  opfhion  that 
information  on  oil  of  rue  is  sufficient  to 
evaluate  the  status  of  rue  and  proposes, 
in  accordance  with  §  121.40  (21  CFR 
121.40),  to  affirm  the  direct  use  of  rue 
in  food  as  GRAS  with  specific  limitations. 

Rue  is  the  perennial  herb  of  several 
species  of  the  genus  Ruta  (Ruta  mon- 
tana  L.,  Ruta  graveolens  L.,  Ruta  brac- 
teosa  L.,  and  Ruta  calepensis  L.).  The 
leaves,  buds  and  stems  from  the  top  of 
the  plant  are  dried  and  then  crushed  or 
left  whole.  Spain  is  the  major  commer¬ 
cial  source. 

The  main  constituent  of  rue,  oil  of  rue, 
has  been  the  subject  of  a  search  of  the 
scientific  literature  from  1920  to  the  pre¬ 
sent.  The  parameters  used  in  the  search 
were  chosen  to  discover  any  articles  that 
considered  (1)  chemical  toxicity,  (2)  oc¬ 
cupational  hazards,  (3)  metabolism,  (4) 
reaction  products,  (5)  degradation  pro¬ 
ducts,  (6)  any  reported  carcinogenicity, 
terat^eniclty,  or  mutagenicity,  (7)  dose 
response,  (8)  reproductive  effects,  (9) 
histology,  (10)  embryology,  (11)  be¬ 
havioral  effects,  (12)  detection  and  (13) 
processing.  A  total  of  31  abstracts  on  oil 
of  rue  was  reviewed  and  11  particularly 
pertinent  reports  from  the  literature  sur¬ 
vey  have  been  summarized  in  a  Scientific 
Literature  Review. 

A  representative  cross-section  of  food 
manufacturers  was  surveyed  to  deter¬ 
mine  the  specific  foods  using  rue  and 
their  levels  of  use.  Available  surveys  of 
consumer  consumption  were  obtained 
and  combined  with  production  informa¬ 
tion  to  obtain  an  estimate  of  consumer 
exposure  to  rue.  The  total  amount  of  rue 
us^  in  food  in  1970  is  reported  to  be  3 
pounds. 

The  biological  studies  summarized  by 
the  Select  Committee  on  GRAS  Sub¬ 
stances  may  be  found  in  the  proposal  for 
the  affirmation  of  oil  of  rue  as  GRAS, 
published  in  the  Federal  Register  of 
September  23,  1974  (39  FR  34215).  The 
final  regulation  affirming  the  GRAS 
status  of  oil  of  rue  is  published  elsewhere 
in  this  issue  of  the  Federal  Register. 

The  Commissioner  concludes  that 
there  is  no  evidence  in  the  available  in- 


foimation  on  rue  to  demonstrate  a  haz¬ 
ard  to  the  public  when  used  at  current 
levels  and  in  the  manner  now  practiced 
(but  not  necessarily  under  different  con¬ 
ditions  of  use),  and  therefore  concludes 
that  continued  safe  use  of  rue  requires 
regulation  of  this  GRAS  ingredient  with 
specific  limitations  to  preserve  present 
conditions  of  use. 

Copies  of  the  Scientific  Literature  Re¬ 
view  on  oil  of  rue,  a  report  of  the  tera¬ 
tology  screening  tests  for  the  ingredient, 
and  the'report  of  the  Select  Committee 
are  available  for  review  at  the  office  of 
the  Hearing  Clerk,  Food  and  Drug  Ad¬ 
ministration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  and  may  be 
purchased  from  the  National  Technical 
Information  Service,  5285  Port  Royal  Rd., 
Springfield,  VA  22151,  as  follows; 


Tide 

Or4er  No. 

Cost 

Oil  of  rue  (Scientific  Literature 
Review). 

PB-221-212 

$3.00 

Oil  of  rue  (teratology  test)(. . 

PB-245-536 

3.75 

Oil  of  rue  (FASEB  •  evalua¬ 
tion). 

PB-223-839/AS 

2.76 

•  Fodcriition  of  Am<!ric!»n  So<!ipti«>s  for  Exiv>rnnentaJ 
Biology. 


The  above  titles  may  also  be  purchased 
in  microfiche  form.  Microfiche  document 
prices  are  $2.25  each. 

This  proposed  action  does  not  affect 
the  present  use  of  rue  for  pet  food  or  ani¬ 
mal  feed. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  201  (s) ,  409, 
701(a),  52  Stat.  1055,  72  Stat.  1784-1788 
as  amended  (21  U.S.C.  321(s),  348,  371 
(a) ) )  and  imder  authority  delegated  to 
him  (21  CFR  5.1)  (recodification  pub¬ 
lished  in  the  Federal  Register  of  June  16, 
1976  (41  FR  24262)),  the  Commissioner 
proposes  that  Part  121  be  amended  as 
follows: 

1.  §  121.101(e)  (1)  by  revising  the  entry 
for  “Rue”  to  read  as  follows: 

§  121.101  Subntanres  that  arc  generally 
recognized  a»!  safe. 

«  *  «  «  * 

(e)  *  •  * 

(1)  Spices  and  Other  Natural  Season- 
iNds  AND  Flavorings  (Leaves,  Roots, 
Barks,  Berries,  Etc.) 

Botanical  name 
Common  name  of  plant  source 
•  •  •  *  » 

Rue  (affirmed  as  GRAS.  Ruta  montana 
§  121.104(g)  (12) ) .  L.,  Ruta  gra¬ 

veolens  L., 
Ruta  bracte- 
osa  L.,  and 
Ruta  cale¬ 
pensis  L. 

«  «  #  «  » 


2.  In  §  121.104  by  adding  a  new  para¬ 
graph  (g)(12)  to  read  as  follows: 

§  121.104  .Substances  added  directly  to 
human  food  affirmed  as  generally 
recognized  as  safe  (GRAS). 
***** 

(g)  *  •  * 

(12)  Rue.  (i)  Rue  is  the  perennial  herb 
of  several  species  of  Ruta  (Ruta  mon¬ 
tana  L.,  Ruta  graveolens  L.,  Ruta  Brac- 
teosa  L.,  and  Ruta  calepensis  L.).  The 
leaves,  buds  and  stems  from  the  top  ef 
the  plant  are  gathered,  dried,  and  then 
crushed  in  preparation  for  use,  or  left 
whole, 

(ii)  The  ingredient  is  used  in  all  cate¬ 
gories  of  food  at  concentrations  not  to 
exceed  2  parts  per  million. 

«  •  *  ♦  « 

The  Commissioner  gives  notice  that  he 
is  imaware  of  any  prior  sanction  for  use 
of  this  ingredient  in  foods  under  condi¬ 
tions  different  from  those  proposed  here¬ 
in.  Any  person  who  intends  to  assert  or 
rely  on  such  a  sanction  shall  submit 
proof  of  its  existence  in  response  to  this 
proposal.  The  regulations  proposed  above 
will  constitute  a  determination  that  ex¬ 
cluded  uses  would  result  in  adulteration 
of  the  food  in  violation  of  section  402 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  n.S.C.  342),  and  the  failure  of 
any  person  to  come  forward  with  proof 
of  an  applicable  prior  sanction  in  re¬ 
sponse  to  this  proposal  constitutes  a 
waiver  of  the  right  to  assert  or  rely  on 
such  sanction  at  any  later  time.  This 
notice  also  constitutes  a  proposal  to  es¬ 
tablish  a  regulation  under  Subpart  E 
of  Part  121,  incorporating  the  same  pro¬ 
visions,  in  the  event  that  such  a  regula¬ 
tion  is  determined  to  be  appropriate  as  a 
result  of  submission  of  proof  of  an  ap¬ 
plicable  prior  sanction  in  response  to  this 
proposal. 

Interested  persons  may,  on  or  before 
February  7,  1977,  submit  to  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  4-65,  5600  Fishers  Lane,  Rockville, 
MD  20857,  written  comments  (preferably 
in  quintuplicate  and  identified  with  the 
Hearing  CTlerk  docket  number  foimd  in 
brackets  in  the  heading  of  this  docu¬ 
ment)  regarding  this  proposal.  Received 
comments  may  be  seen  in  the  above  office 
during  working  hours,  Monday  through 
Friday. 

Dated ;  December  1, 1976. 

Joseph  P.  Hile, 
Associate  Commissioner 
for  Compliance. 
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